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NOTIFICATION

Ta kti C® MR 2 1 2005

EMULSIFIABLE CONCENTRATE
MITICIDE/INSECTICIDE

FOR THE CONTROL OF TICKS, MANGE MITES AND
LICE ON BEEF CATTLE, DAIRY CATTLE AND SWINE

DO NOT USE ON DOGS OR HORSES (MAY CAUSE FATAL COLON IMPACTION)

ACTIVE INGREDIENT: Percent by Weight:

Amitraz 12.5

INERT INGREDIENTS: 87.5
TOTAL 100.0

This product contains Petroleurn Distillate.

EPA Reg. No. 54382-3 EPA Est, No. 264-CAN-001
U.S. Patent Nos. 3,781,355 and 3,864,497

USUARIO: Si usted no lee ingiés, no use este producto
hasta que la etiqueta haya sido explicada ampliamente.

{TO THE USER: If you cannot read English, do not use this
product until the label has been fully explained to you.)

KEEP OUT OF REACH OF CHILDREN

DANGER-PELIGRO
SEE BACK PANEL FOR ADDITIONAL PRECAUTIONARY

STATEMENTS e

NOTICE: This product contains a chemical known to the State of Califomias
to cause birth defects or other reproductive harm. seeete ¢

INTERVET INC. segees  Ceeee’

Millshoro, DE 19966 ' SR
584300D Product of Canzdas . . » .

NET CONTENTS: 760 mi (25.7 fl. oz.) st

foge | of 5 08 MarchaldS o



FIRST AID:

IF * Immediately call a poison control center or doctor.
SWALLOWED: | - Do not induce vomiting unless toid to do so by a poison control center or
doctor,

+ Do not give any liquld {o the person.

. _ + Do not give anything to an unconscious person.

IF IN EYES: | « Hold eye open and rinse slowly and gently with water for 15-20 minutes.
Remove contact lenses, if prasent, after the first § minutes, then continue
rinsing.

« Call a poison cantrol center or doctor for treatment advice.

IF OM SKIN: { = Take off contaminated clothing.

» Rinse skin immediately with plenty of water for 15-20 minutss.

= Call a poison control center or doctor for treatment advice.

IF INHALED: | = Move person to fresh air,

« If parson is not breathing, call 911 or an ambulance, then glve artificial
raspiration, preferably mouth-to mouth if possible.

+ Call a poison contrai center or doctor for further treatment advice.

For incidents involving HUMANS, ¢all 1-808-228-5635, axt 132
For incidents involving ANIMALS, call 1-800-345-4735, ext 104
Have the product container or label with you when calling a poison control center or doctor or
going for treatment

NOTE TO PHYSICIAN: Amitraz, the active ingredient in this product, is a carbamate. Do not

use afropine as an antidote. Treat any overexposure symptomatically. Mucosal damage is

probable which increases the risk of gastric lavage. Contains petroleum distillate ~ vomiting may
cause aspiration pneumonia.

PRECAUTIONARY STATEMENTS

Hazards to Humans {(and Domaestic Animals)

DANGER

Corrosive. Causes irreversible eye damage. Causes skin irritation. Harmful if swallowed or
absorbed through skin or inhaled. Do not get in eyas, on skin or on clothing. Avoid breathing
spray mist. Wear goggles or face shield. Prolonged or frequently repeated skin contact may
cause allergic reaction in some individuals. Wash thoroughly with soap and water after handling.
Remove contaminated clothing and wash clothing before reuse.

Pearsonal Protective Equipment {PPE)

Applicators and other handlers must wear:

= Chemical-resistant apron or coveralls over long-sleaved shirt and long pants.

* Chemical-resistant footwear plug socks,

* Chemical-resistant gioves,

+ Chemical-resistant headgear for overhead exposure,

* Goggles or face shield, and chemical-resistant apron when cleaning equipment, mixing or esee

loading. eess
Do not apply this product in a way that will contact workers or other persons, either directlly g , ¢
through drift. Only protected handlars may be in the area during application. *e oo

For livestock spray or dip applications in enclosed areas: Apply only in well-ver#2iptizareas. *
Follow manufacturer's instructions for cleaning/maintaining PPE. If no such insttuctiotts exisi Bl * .
washables, use detergent and hot water. Keep and wash PPE separately o4t laundf.
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User Safety Recommendations

+ Users should wash hands before eating, drinking, chewing gum, using tobacco, or using the
toitat.

+ Usars should remove clothing Immediately if pesticide gets inside. Than wash thoroughly &nd
put on clean clothing.

« Users should remove PPE immadiataly after handiing this product. Wash the outside of gloves
before removing. As socon as possible, wash thoroughly and change into clean clothing.

ENVIRONMENTAL HAZARDS

This pesticide is toxic to fish and aquatic invertebrates. Do not apply direcily to water, or to areas
whare surface water is present or to intertidal areas below the mean water mark. Drift and runoff
from treated areas may be hazardous 1o aquatic organisma in adjacent sltes. Do not contaminate
water when disposing of aguipment washwaters or rinsate,

PHYSICAL OR CHEMICAIL. HAZARDS
Do not uge or store near heat or open flame.

STORAGE AND DISPOSAL

STORAGE: Not for storage in and around the home environment. Store in original containerin a
tocked dry place. Do not open the container until ready to use. Use antlre contents of can when
opened. Keap from freezing.

PESTICIDE DISPOSAL.: Do not contaminate water, food or feed by storage or disposal.
Pesticide wastes are toxic. Improper disposal of excess pesticide, spray mixture or rinsate is a
violation of fedsral law. If these wastes cannot be disposed of by use according to tabel
instructions, contact your state pasticide or Environmantat Controf Agency, or the Hazardous
Waste represaentative at the nearest EPA Reglonal Office for guidance.

CONTAINER DISPOSAL.: Triple rinse (or equivalent), Then offer for recycling or reconditioning,
or puncture and dispose of in a sanitary tandfifl, or by other procedures approved by state and
local authoritios.

tn case of spiltage, cover with an absorbent siich as soda agh, clay or sawdust. Sweap up and
dispose of as directed under Storage and Disposal.

DO NOT REUSE EMPTY CONTAINER.

CHEMICAL EMERGENCY PHONE NUMBER (SPILL, LEAK, FIRE OR EXPOSURE)

1-800-424-9300
DIRECTIONS FOR USE

it is a violation of federal law to use this product in a manner inconsistant with its tabeling,

DO NOT USE ON HORSES or DOGS ~ CAN CAUSE DEATHS.
[ ] *
DO NOT OPEN CONTAINER UNTIL READY TO USE. estel
USE TAKTIC®E.C. WITH WATER ONLY. DO NOT MIX WITH Oli. OR OTHER SIIAVENTS. ¢
[ ] L ] -
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*h : . L X ] -
*eRRd L AN 3
[ X ] :. » . »
[ L2 X
* [ 21 1) .
R0

Page 3 08 S o8 Mardn SE0F



-

fge 4 of S

BEEF AND DAIRY CATTLE

TAKTIC® E.C. can be used on lactating dalry animals, with no withholding period for milk
following application. Also, there is no post-treatment slaughter interval on beef and dairy cattle.

TICKS AND LICE:

TAKTIC® E.C. will control the following Ticks and Lice on cattie:
Lone Star Tick (Amblyomma amaricanum)

Guif Coast Tick (4. macuiatum)

Winter Tick (Dermacentor albipictus)

Brown Dog Tick (Rhipicephalus sanguineus)

American Dog Tick (D.variabilis)

Rocky Mountain Wood Tick (D. andersoni)

Spinose Ear Tick (Otobius megnini)

Biack-egged Tick (Ixodes scapularis)

Tropical Bont Tick (A. variegatum)

Cayenne Tick (A. cajennense)

Cattle Tick (Boophilus annuiatus)

Southern Cattle Tick (8. micropius)

Biting Louse (Damalinia bovis)

Sucking Lice (Hasmatopinus eurystemus, Linognathus vituli, Solenopotes capiflatus)

MITES
Scab and Mange Mites (Chonoptes bovis, Psoroptes ovis and Sarcoptes scabief var. bovis)

Spray.

For control of ticks and lice, mix one can (760 ml) of TAKTIC® E.C. in 100 gallons of water; for
control of mites, mix one can of TAKTIC® E.C. in 50 gallons of water. Use TAKTIC® solutions
within 8 hours of mixing. Use up to 2 gations of spray for a fully grown animal. it is important
to wet the animal thoroughly and that the spray penetrates to the skin until run-off. For Lone Star
ticks, cattle ticks, sucking lice and chewing lice, particular attention should be given to the legs,
axilla and groin area, udder, tail regions and head, including the aars. For Guif Coast ticks and
Ear ticks, treat the head, ears, shoulder area and neck with a low prassura spray. For control of
lice, a second treatment 10-14 days later is racommendad, to kil lice hatching from eggs.

Spray Dip Machine:

For control of ficks and lice, mix one can (760 mi) of TAKTIC® E.C. in 100 gallons of water; for
control of mites, mix one can of TAKTIC® E.C. in 50 gallons of water. To control cattle scabies,
applications should be made as instructed by USBA, APHIS, VS bullsting. Two treatments 7-10
days apart are required to control catltle scabies. Use TAKTIC® solutions within 6 hours of
mixing. Use up to 2 gallons of spray for a fully grown animal. it is imporiant to wet the animal
thoroughly and that the spray penetrates to the skin until run-off,
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SWINE
MANGE MITE AND LOUSE (Sarcoptes scabisi var. suis and Haematopinus suis).
iIMPORTANT
Remove feed from pen and cover drinklng bowls. Remove and destroy bedding. Hose out feces
and excess feed. Use TAKTIC® solutions wlthin 6 hours of mixing.

Spray:

Mix one can (760 ml) TAKTIC® E.C. in 50 gallons of water {equivalent to 1/2 fi. ounce per gallon
of spray solution). A sprayer with a coarse nozzle dslivering the solution at 70 to 150 psiis
recommended. Spray the walls, ficor and any fittings In the pen. Spray all animals {at the same
time) whether vislbly affected or not. Spray the animals until the mixture runs off, paying
particular attention to treat the jowl. legs. inside the ears and underside of the body. ltis
important that the spray penstrates o the skin until runoff. A second freatment is recommended
to break the parasites’ lifs cycles. Make the application 7-10 days sfter the first treatment for mite
control, and 10-14 days for lice control.

An alternate to spraying young pigs {piglets/iweanars) is to dlp them in a suitable-sized container.
Dip 30 animals and then replace dip wash. Use dip wash to treat premises.

Do not treat animals more than 4 times per year.
Do not apply to swine within threa days of slaughter,

Do not use TAKTIC® E.C. at the same time with any other Amltraz-contalning preduct.

IMPORTANT NOTICE: DISCLAIMER
Read “IMPORTANT NOTICE: DISCLAIMER" before buying or using. If terms are not acceptable,
ratum at once unopened. INTERVET warrants only that the product confarms to the chemical
descripti the label j bly fit for the p

INTERVET MAKES NO OTHER WARRANTY, EXPRESSED OR IMPLIED, INCLUDING ANY
IMPLIED WARRANTY OF FITNESE FOR APARTICULAR PURPOSE OR OF
MERCHANTABILITY. In no case shall INTERVET be lable for consequentlat, special, indirect or
incidental damages resuiting from the use or handling of this product. The foregoing conditions of
sale and warranty can be varled only by an agreement In writing signed by a duly authorized
representative of INTERVET.

© 2002 INTERVET INC.

584350C MADE IN CANADA NET CONTENTS: 760 ml (25.7 fl. oz.) .::::.
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(302) 934-4340

08 March 2005

Document Processing Desk (NOTIF)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Room 266A, Crystal Mali 2

1801 South Beii Street

Arlington, VA 22202-4501

Dear EPA Notification Reviewer:

Please find enciosed a nofification, per PR Notice 98-10, of minor labei changes to the
disclaimer statement for Taktic Emuisifiable Concentrate Miticide/insecticide iabel (EPA
Registration #: 54382-3; intervet inc., Company #: 54382). This notification is
submitied in response to California Notice to Registrants 2004-3 which requires
changes to the "Disclaimer” section of the iabei.

A completed EPA Form 8570-1 is enclosed as weil as a copy of the proposed label.
The proposed text to be removed is indicated by strikethrough and is also highlighted.
in accordance with the PR notice, a stamped seif-addressed envelope with note card
identifying the notification and EPA Registration number is enclosed and we request
confirmation of the acceptabiiity of the proposed changes.

Thank you in advance for your attention to this matter. Please contact me by phone
{302-934-4340) or e-mail (mary.hagier@intervet.com) shouid you have any questions.

Sincerely,

Mary K. Ier MS
Senior Reguiatory Affairs Speclalist —~ Pharmaceuticals ol
intervet inc. ve'os
Enclosure e s CRITET

&l.l. LA R X J

L6 Millsboro, DE 19966.0318

Tel. (302} 934-8051
FAX (302} 334-6087
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I aktic®
EMULSIFIABLE CONCENTRATE
MITICIDE/INSECTICIDE

DANGER-PELIGRO

In Accardance with PR Notice 82-2
Based on Draft Labeling Dated

AUG 28 7003
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U.S. ENVIRONMENTAL PROTECTION AGENCY | EPA Reg. Number | Dale of Issuance

R OFFICE OF PESTICIDE PROGRAMS 54382-3 AG 28 202
&w % 1200 Pennsylvania Ave., N.W,
ot Washington, DC 20460-0001 Term of Issuance
Unconditional
NOTICE OF PESTICIDE
Registration Name of Pesticide Producl
X Reregistration TAKTIC EC

{under FIFRA, as amended)

Name and Address of Registrani (include ZIP Code}.
Intervet Inc.

405 State Street

P.O.Box 318

On the basis of information furnished by the registrant, the above named pesticide is hereby reregistered
under the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA).

Registration is in no way to be construed as an endorsement or approval of this product by the Agency. In
order to protect heaith and the environment, the Administrator, on his motion, may at any time suspend or
cancel the registration of a pesticide in accordance with the Act. The acceptance of any name in connection
with the registration of a product under this Act is not to be construed as giving the registrant a right to
exclusive use of the name or to its use if it has been covered by others. :

Based on your response to the Amitraz Reregistration Eligibility Decision document, EPA has reregistered
the product listed above. This action is taken under the authority of sec. 4(g)(2)(c) of FIFRA. Reregistration
under this section does not eliminate the need for continued reassessment of pesticides. EPA may require

i submission of data any time to maintain the registration of your product.

| The Jabeling submitted in connection with reregistration under the FIFRA is acceptable. A stamped copy of
| the draft label is enclosed for your records. Submit one (1) copy of your fina! printed labeling before you
| release the product for shipment. Should you have any questions, do not hesitate to contact Registration

Review Manager, Dr. Akiva Abramovitch at 703-308-8328,

Signature of Approving Official: Dale:
Meredith Laws, Chief %’WWW MG 28 2002

Insectictde-Rodenticide Branch
Registration Division (7505C)

EPA Form 8570-6
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U.S. ENVIRONMENTAL PROTECTION AGENCY | EPAReg. Number | Date of Issuance

o ‘;;‘ A OFFICE OF PESTICIDE PROGRAMS 54382-3 MG 28 2
i’m% 1200 Pennsylvania Ave., N.W.
* W‘é& waShington’ DC 20460-0001 Term of Issuance
Il Unconditional

NOTICE OF PESTICIDE

— Regist‘mtiop Name of Peslicide Product
X__ Reregistration TAKTIC EC
{under FIFRA, as amended)

Name and Address of Registrant {include ZIP Code).

Intervet Inc.

405 State Street
P.O. Box 318
Millsboro, DE 19966
Note: Changes in labeling differing in substance from that accepted in connection with this registration must be submitted to and
. accepted by the Registration Division prior to use of the label in commerce. In any correspondence on this product always refer to the

Il above EPA registration number,

On the basis of information furnished by the registrant, the above named pesticide is hereby reregistered
under the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA). i

Registration is in no way to be construed as an endorsement or approval of this product by the Agency. In
order to protect health and the environment, the Administrator, on his motion, may at any time suspend or
cancel the registration of a pesticide in accordance with the Act. The acceptance of any name in connection
| with the registration of a product under this Act is not to be construed as giving the registrant a right to
exclusive use of the name or to its use if it has been covered by others.

Based on your response to the Amitraz Reregistration Eligibility Decision document, EPA has reregistered
| the product listed above. This action is taken under the authority of sec. 4(g)(2)(c) of FIFRA. Reregistration
| under this section does not eliminate the need for continued reassessment of pesticides. EPA may require

| submission of data any time to maintain the registration of your product.

The labeling submitted in connection with reregistration under the FIFRA is acceptable. A stamped copy of
the draft 1abel is enclosed for your records. Submit one (1) copy of your final printed labeling before you
release the product for shipment. Should you have any questions, do not hesitate to contact Registration

§ Review Manager, Dr. Akiva Abramovitch at 703-308-8328.

Insecticide-Rodenticide Branch
Registration Division (7505C)
EPA Form 8570-6

Signature of Approving Official: | v 4 % Date:
Meredith Laws, Chief %W(‘W 54 WG 28 M0
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Taktic®

EMULSIFIABLE CONCENTRATE
MITICIDE/INSECTICIDE

FOR THE CONTROL OF TICKS, MANGE MITES AND
LICE ON BEEF CATTLE, DAIRY CATTLE AND SWINE

DO NOT USE ON DOGS OR ROQRIF Iy FELRTAL COLON IMPACTION)
ACTIVE INGREDIENT: Percent by Weight:
Amitraz 125
INERT INGREDIENTS: B87.5

TOTAL 100.0

This product contains Petroleumn [IpAHEN

EPA Reg. No. 54382-3 EPA Est. No. 284-CAN-001
U.S. Patent Nos. 3,781,355 and 3,864,497

PRECAUCION AL USUARIQ: Siusted no lee inglés, no use este producto
hasta que la etiqueta haya sido explicada ampliamente.

{TO THE USER: If you cannot read English, do not use this
preduct until the label has been fully explained to you.)

KEEP OUT OF REACH OF CHILDREN

DANGER-PELIGRO

to the State of Callfornia

* BB®
- [ I
INTERVET INC. .o
Millsboro, DE 15966
584360C Product ofCansda . :. . : .:
L2 R Y] [ ] +*
NET CONTENTS: 760 ml (25.7 f1. 0z.) “ee’ 2 eesens
e
[ 2 XX ]
[ ] [ ]
. LT 2 )]
[ 2 X Y]
[ 2R Y]
e 14



E
SWALLOWED:

IFINEYES:

[F INHALED:

PRECAUTIONARY STATEMENTS

Hazards to Humans {(and Domestic Animais)

DANGER

Corrosiva. Causes irreversibie eye damage. Causes skin irritation. Harmfui if swallowed or
absorbed through skin or inhaied. Do not get In eyes, on skin or on ciothing. Avoid breething
spray mist. Wear goggles or face shieid. Proionged or frequentiy repeated skin contact may
cause aifiergic reaction in some individuais. Wash thoroughiy with soap and water after handiing.
Remove contaminated ciothing and wash clothing before reuse.

Personai Protective Equipment {PPE}

Appiicators and other handiers must wear.

» Chemical-resistant apron or coveralls over iong-sieeved shirt and jong pants.

» Chemicai-resistant footwear pius socks.

» Chemicai-resistant gioves.

» Chemicai-resisiant haadgear for overhead exposure.

» Goggies or face shieid, and chemical-rasistant apron when cisaning equipmant, mixing or
ioading.

Do not appiy this product in a way that wiil contact workers or other persons, either directly or
through drift. Oniy protected handiers may be in the area during appilcation.

For iivestock spray or dip applications in enciosed areas: Appiy only in wsill-ventilated areas.

Foilow menufacturer’s instructions for cieaning/meintaining PPE. if no such instructions exlsut'for
washabias, use delergant and hot water. Keep and wash PPE separateiy from other iaundry



User Safaty Recommaendations

» Users should wash hands before eating, drinking, chewing gum, using tobacco, or using the
tollet,

+ Users should remove clothing immediately if pesticide gets inside. Then wash thoroughly and
put on ciean clothing.

+ Users should remove PPE immediately afier handiing this product. Wash the outside of gioves
before removing. As soon as possible, wash thoroughiy and change into ciean clothing.

ENVIRONMENTAL HAZARDS

This pesticide is toxic to fish and aquatic invertebrates. Do not apply directly to water, or to areas
whare surface water is present or to intertidal areas beiow the mean water mark. Drift and runoff
from treated areas may be hazardous {0 aquatic organisms in adjacent sites. Do not contaminate
water when disposing of equipment washwaters or rinsate.

PHYSICAL OR CHEMICAL HAZARDS
Do not use or store near heat or open flama.

STORAGE AND DISPOSAL

STORAGE: Not for storage in and around the home environment. Store In originai container In a
tocked dry piace. Do not open the container until ready to use. Use entire contents of can when
opened. Keep from freezing.

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by storage or disposal.
Pasticide wastes are toxic. Improper disposal of excess pesticide, spray mixture or rinsate is a
violgtion of federai law. if these wasies cannot be disposed of by use according to iabei
instructions, contact your state pesticide or Environmental Controi Agency, or the Hazardous
Waste representative at the nearest EPA Regional Office for guidance,

CONTAINER DISPOSAL: Tripie rinse {or equlivaient), Then offer for racycling or recondttioning,
or puncture and dispose of in & senilary landfiii, or by other procedures approved by state and
iocal authorities.

in case of splilage, cover with an absorbent such as soda gsh, clay or sawdust. Sweap up and
dispose of as directed under Storage and Disposal.

DO NOT REUSE EMPTY CONTAINER.

AERGENCY PHONE NUMBER (SPiLL, LEAK, FIRE OR EXPOSURE)

DIRECTIONS FOR USE

It is a violalion of federal law to use this product in a manner inconsistent with its iabeling.

DO NOT USE ON HORSES or DOGS ~ CAN CAUSE DEATHS,

PO NOT OPEN CONTAINER UNTIil. READY TO USE.

USE TAKTIC®E.C. WITH WATER ONLY. DO NOT MIX WITH OiL OR OTHER SOLVENTS.

L L
.C.
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BEEF AND DAIRY CATTLE
TAKTIC® E.C. can be used on lactating dairy animals, with no withholding period for milk
foliowing application. Also, there Is no post-treatment slaughter interval on beef and dairy cattle.

TICKS AND LiCE:

TAKTIC® E.C. wili control the following Ticks and Lice on catile:
Lone Star Tick (Amblyomma americanum)

Gulf Coast Tick (A, macuiatum)

Wintar Tick (Dermacentor albipictus)

Brown Dog Tick (Rhipicephalus sanguinaus)

American Dog Tick (D.variabifis)

Rocky Mountain Wood Tick {D. andersont)

Spinose Ear Tick (Ofobius megnini)

Biack-legged Tick (xodes scapulans)

Tropical Bont Tick {(A. variegatum)

Cayenne Tick {(A. cajannense)

Cattle Tick (Boophilus annulatus)

Southern Cattie Tick (B, microplus)

Biting Louse (Damalinia bovis)

Sucking Lice (Haesmafopinus eurysternus, Linognathus vituli, Solenopotes capiliatus)

MITES
Scab and Mange Mites (Chorfoptes bovis, Psoroplss ovis and Sarcoptes scabiei var. bovig)

Spray:

For control of ticks and lice, mix one can {760 mi) of TAIKKTIC® E.C. in 100 gallons of water; for
control of mites, mix cne can of TAKTIC® E.C. in 50 gakions of water, Use TAKTIC® soiutions
within 6 hours of mixing. Use up to 2 galions of spray for a fully grown animal. It is imporiant
to wet the animal thoroughiy and that the spray penetrates to the skin untif run-off. For Lone Star
ticks, cattle ticks, sucking lice and chewing ilcs, particular attention should be given to the legs,
axilla and groin ares, udder, tait regions and head, including the ears. For Guif Coast ticks and
Ear ticks, treat the head, ears, shoulder area and neck with a low pressure spray. For controf of
fice, a second treatment 10-14 days later is recommended, to kill lice hatching from eggs.

Spray Dip Machine;

For control of ticks and lice, mix one can (760 mi) of TAKTIC® E.C. in 100 galions of water; for
confrol of mites, mix one can of TAKTIC® E.C. In 50 gailons of water. To control catile scables,
apptications should be made as instructed by USDA, APHIS, VS bulletins. Two treatments 7-10
days apart are required o control cattle scabies. Use TAKTIC® solutions within 6 hours of
mixing. Use up to 2 galions of spray for a fuily grown animal. [t is Important to wet the animal
thoroughly and that the spray penetrates {o the skin until run-off.



SWINE
MANGE MITE AND LOUSE (Sarcopies scabiei var. suis and Hasmatopinus suis).
IMPORTANT
Remove feed from pen and cover drinking bowls. Remove and destroy bedding. Hose out fecas
and excess feed. Use TAKTIC® solutions within 8 hours of mixing.

Spray:

Mix one can (760 mi) TAKTIC® E.C. in 50 gallons of water (equivalent to 1/2 fl. ounce per galion
of spray soiufion). A sprayer with a coarse nozzie deiivering the solution at 70 to 150 psiis
recommended. Spray the wails, floor and any fittings in the pen. Spray ail animais (at the same
time) whether visibiy affected or not. Spray the animais untii the mixture runs off, paying
particular attention o treat the Jowl, iegs, inside the ears and underside of the body. it is
important that the spray penetrates to the skin untii runoff. A second treatment is recommended
to break the parasites’ fife cycies. Make the appiication 7-10 days after the first treatment for mite
control, and 10-14 days for lice control.

An aiternate to spraying young pigs (piglets/iweaners) is to dip them in a suitabie-sized container.
Dip 30 animals and then repiace dip wash. Use dip wash to treat premises.

Do not treat animals mors than 4 times per year,
Do not appiy to swine within three days of slaughter.

Do not use TAKTIC® E.C. at the same time with any other Amitraz-containing product.

IMPORTANT NOTICE: DISCLAIMER

Read “IMPORTANT NOTICE: DISCLAIMER" before buying or using. If terms are not acceptable,
return at once unopened. INTERVET warrants oniy that the product conforms fo the chemical
description on the {abel and is reasonabiy fit for the purpose stated on the iabsl when used in
accordance with the directions under normal conditions of use. This warranty does not extend to
the usa of this product contrary to iabel instructions or under abnormai conditions, or under
conditions not reasonably foregseeable to INTERVET and user assumes the risk of any such use,
INTERVET MAKES NO OTHER WARRANTY, EXPRESSED OR IMPLIED, INCLUDING ANY
IMPLIED WARRANTY OF FITNESS FOR A PARTICULAR PURPOSE OR OF
MERCHANTABRILITY. In no case shaii INTERVET be iiabie for consedquential, spaciat, indirect or
incidental damages resuiting from the use or handiing of this product. The foregoing conditions of
gaie and warranty can be varied only by an agreement in writing signed by a duly authorized
representative of INTERVET.

© 2002 INTERVET INC.
584350B MADE IN CANADA, NET CONTENTS: 760 mi (25.7 fi. oz.)



United States Registration OPP dontifar Numbar

%EPA Envircnmentai Protection Agency ¥ | Amendment @2%&{;& e 5

Waahington, DC 20460 Other

Application for Pesticide - Section |

1. Company/Preduat Numbaer 2. EPA Produot Maneger 3. Proposad Classification
54380-3 Akiva Abramovitch D Nona D Reotricted
4. Company/Preduct (Nsme} PV
Taktle Emuisifiable concantrate Miticide/insscticide G4
5, Nemo ond Addreas of Appilcant ihelude Z/P Coda) 8. Expedited Raveiw. (n accordancs with FIFRA Section 3{c}{3)
intervet Inc. ihilil, my product ig slmiiar or identical in composition and iabaiing
405 State St. to:
. P, . No.
Millsboro, DE 19966 EPA Reg. No
Check I thiz Iz 8 naw sddrass Praduct Nama -
Section - i}
Amendmant - Explein below. Finel printed isbels in repsones to
Agensy lsttar datad

) ‘ Rasubmisslon In racponsa to Agenoyiletterdeted e D “Ms Too" Applioation.
D Natification - Explein below. D Othor - Explein below.

Expianation: Uee edditions! pagele! if necaesary. (For sestion i and Saotion 1)

Tha purpase of this aubmlsslon is (o revise the firal ekl statements for the Takdic labet g required by PR Notice 2001-1. in sddltlon, the foliowing sistement s
being added to the front label: "NOTICE: This product contains a chamlcal known to the State of Cellfornia to causa birth dafacta or othar raproductive

harn." (par Callfomia EPA'S Proposition 85 requiremsents).

Saction - lii
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Stcnc: od
Section - IV
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Naoma Title Telaphone No. {Include Area Code)
Mary K. Hagler Regulatory Speciailsl - Pharmacauticais (302) 834-434G
LA X T ]
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Mary K. Hagler 02 May 2002 RALIH
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EPA Form 8570-1 (Rav. 3-84) Previous editianc are obaolate. White - EPA Fila Copy (original} vﬁw - Appidinibopy



Paperwork Reduction Act Notice and Instructions

Paperwork Reggction Act Notice: Public reporting burden for this collection of information is eatimated to average 0.85 hour per responss,
including time for reviewing instructions, searching existing data sources, grthering and maintaining the dats needed, and completing and reviewing the

coliection of information, Send comments regarding the burden estimate or any other aspect of this collection of information, including suggestiona for
reduciog this burden, to Chief, Information Pelicy Branch, (21346). U.S. Environmental Protection Agency, 401 M Street, SW, Washington, D.C, 28460,

Instructions: This form is to be used for all applications for new registration, end use reregistration, emendment, resubmission, to spplications for
notificotions, fingl printed labeling, reregistation, stc. In order to process an application for 8 new registration submitted on this form, the following material
rrust accommpany the application:

Certification with Reapect to Citstion of Data (EPA Form 8570-29). [If not exempied by 40 CFR 152.81 (b) (4)};
Confidential Statement of Formula (BPA Form §570-4);

Formuilator's Exemption Statement (EPA Form 8570-27);

Five copics of draft labeling;

Thres copies of any data submitied;

Authorization letter where applicable;

Matrices whese applicable.

RS =

Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new registration, Such draft labels tmay be in
the form of typed label text on 8.5 x Il inch file. Mockup labels significantly smatler than 8.5 x 11 inches should be mounted on 8.5 x 11 incb paper for
submizsion,

Submission of Data - Dats submitted in support of this application must be submitted in accordance with PR Notice 86-5. .

Specific Instructions: Please read the instructions listed below before completing this application. First determine the type of regiatration action, listed
in Block A, for which you are submitting this application, For applications submitted in conoection with New Regisiration actions, Sectioas L, [H, and TV must
be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions, notifications, reregistrations, efe.,
Sectionsg ], H, end TV must be completed by the applicant,

Block A - Check the appropriate action for which you are submitting this form.

_ggﬂgn_{ ‘This section muat be complated, &5 applicable, for all registration actions,

Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have boen azsigned 1o you as a basic

registrant, & distributor, or as an establishment. If your product ia registered, insert the Product Number.

EPA Product Manager - if kmown, fill in the name and PM number of the EPA Product Manager.

Proposed Classification - Specify the propoesd classification of this product,

Product Name - Enter the complets product nzame of this pesticide as it will appesr on the label. The name must be specific to this produet onty,

Duplication of names is not permitied among products of the same company. Do not ieclude any brand name or company line designations.

5. Neme and Address of Applicans - The name of the firm or person and address shown in your pplication ig the pereon or firm to whom the registration
will be igsued. If you are acting in behalf of anather party, you must submit authotization from the party to act for them in registration matiers. An
applicant not residing in the United States muat have an suthorized sgent residing in the United States to act for them in all registration matters, The
zame and complets mailing address of such an agent must accompaay this application. -

6. Expedited Review - FIFRA section 3¢} 3(b) provides for expedited review of applicstions for registration, or amendments to existing registrations, .
that are similar, or identical to other pesticide products that are currently registered with the EPA. In order for you application o be eligible for
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical to
your product, The product must be similar or identical in both formulation and labeled uses,

C ol ol o

Section IT - This section must be completed for all applications submitted to amend the registration cnly of a currently registered product (Amendment), for
& resubmisaion in response to an Agemcy letter. for notifications to the Agmcy for the submigsion of final printed labeling, for reregistration and for any other
action that pertains to & specific EPA.registered product. This section is pot to ba used for a new application for registration,

i Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of the purpuse(s)
for the submizsion, euch ag “the addition of & zite, pest or crop {specify)’’; "amend the Confidentin] Statement of Formula by . . . "; “reregistration
submission™; “genetal label revision of use directinns.” Attach & separate page is additional space is needed.

Section 11l (Packaging and Container Information) - This Section must be completod for all applications submitted in connection with new
registration or applwahle arnsndments,

Type of ﬂa&nﬂng - Check the appropriate bjock if your preduct will be peckaged in the indicated packaging types. Indicste the size of the individual
packess shd nimber per retail container.

—

2 Type of Retail Container « Indicats type of container in which produst will be marketed,
i Lacation of Net Contents - Indicate the location of the net contents information for your product.
4. g ge8hee(s) of Réail Container - Specify the net contents of &ll retail containers for your praduct,
- T Lacation pPthe Upe Directions - Indicate the location of the 1se directions for your product.
6 sees Manner in which Jabe! is affixed to product - Indicated the method product label is stisched to retail container,
-l
Secl {Contact Point) - This Section must be completsd for all applications for Registration actions, Le., new products registration,

resubwission, “me-oo? reregistration, ete.
1.5, Sell-explanatory®***
6. EPA Ussomly sonse
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AKZO NOBEL

(302) 934-4340

02 May 2002

Document Processing Desk (AMEND)
Office of Pesticide Programs (7504C)
U.8. Environmental Protection Agency
Afin: Akiva Abramovitch

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Adington, VA 22202-4501

RE: Taktic Emulsifiable Concentrate Miticide/Insecticide
EPA Regq. No. 54382-3

Dear Dr. Abramovitch,

In accordance with PR Notice 2001-1, enclosed is an amendment for the First Aid
statements for the Taktic Emulsifiable Concentrate Miticide/Insecticide label (EPA
Registration # 54382-3).

In addition, the following statement is being added to the front of the label as required
by California EPA's Proposition 85: "NOTICE: This product contains a chemical known
to the State of California to cause birth defects or other reproductive harm.”

A completed EPA Form 8570-1 is enclosed as well as a 5 copies of the draft label. The
proposed changes to the label are highlighted in yellow on each of the 5 copies.

Thank you in advance for your attention to this matter. Please contact me by phone
(302-934-4340) or e-mail (mary.hagler@intervet.com) should you have any questions.

Sincerely,

Regulatory pecia!ist — Pharmaceuticals
Intervet Inc. ot 20l

[ "““"2--
Enclosure @vgf
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{rtervet ne . . 5
4135 State Street ne
POL Box 318 *vses
silishoro, DE 199004 by o
Tel. { B8 9 34-B051
FAX 1302 9384292
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EPA Reg. Number Dele of Issuance

r .;*"“‘H”* OFFICE OF PESTICIDE PROGRAMS 543823 MG 28 207

&m% 1200 Pennsylvania Ave,, N.W.

(under FIFRA, as amended)

e Washington, DC 20460-0001 Term of Issuance
Unconditional "
NOTICE OF PESTICIDE
— Registration Name of Pesticide Product
X . Reregistration TAKTIC EC

Name and Address of Registrant (include ZIP Code):
Intervet Inc.
405 State Street
§ P.O.Box 318
Milisboro, DE 19966

Note: Changes in Iabeling differing in substance from that sccepted in connection with this registration must be submitted to and
accepted by the Registration Division prior to use of the isbel in commerce. In any correspondence on this product always refer to the
ebove EPA registration number.

On the basis of information furnished by the registrant, the above named pesticide is hereby reregistered
| under the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA).

Registration is in no way to be construed as an endorsement or approval of this product by the Agency. In
order to protect health and the environment, the Adrministrator, on his motion, may at any time suspend or
cancel the registration of a pesticide in accordance with the Act. The acceptance of any name in connection
with the regisiration of a product under this Act is not to be construed as giving the registrant a right to

| exclusive use of the name or to its use if it has been covered by others.

Based on your response to the Amitraz Reregistration Eligibility Decision document, EPA has reregistered
the product listed above. This action is taken under the authority of sec. 4(g}(2)(c) of FIFRA. Reregistration
under this section does not eliminate the need for continued reassessment of pesticides. EPA may require

I submission of data any time to maintain the registration of your product.

The labeling submitted in connection with reregistration under the FIFRA is acceptable. A stamped copy of
the draft label is enclosed for your records. Submit one (1} copy of your final printed labeling before you
release the product for shipment. Should you have any questions, do not hesitate to contact Registration

Signature of Approving Official: . w54 Date:
Meredith Laws, Chief ﬁ'y’&m{d AF SR

Insecticide-Rodenticide Branch
Registration Division {7505C)

l Review Manager, Dr. Akiva Abramovitch at 703-308-8328,
E AG 28 2002

EPA Form 8570-6
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Taktic®

EMULSIFIABLE CONCENTRATE
MITICIDE/INSECTICIDE

FOR THE CONTROL OF TICKS, MANGE MITES AND
LICE ON BEEF CATTLE, DAIRY CATTLE AND SWINE

DO NOT USE ON DOGS OR HORSES (MAY CAUSE FATAL COLON IMPACTION)
ACTIVE INGREDIENT: : - Percent by Weight:
Amitraz 12.5
INERT INGREDIENTS: 87.5

TOTAL 100.0

This product contains Petroleur

EPA Reg. No. 54382-3 eSS EPA Est. No. 284-CAN-001
U.S. Patent Nos. 3,781,355 and 3,864,497

PRECAUCION AL USUARIQ: 8i usted no les inglés, no use este producto
hasta que ia etiquata haya sido explicada ampliamente.

(TO THE USER: If you cannot read English, do not use this
product until the label has been fully explained to you.)

KEEP OUT OF REACH OF CHILDREN

DANGER-PELIGRO
L —

to the State of California

to rm.
.. :.:
INTERVET INC. o
Millsboro, DE 19966
584300C Product of Canada . reeese
LT T b
NET CONTENTS: 760 ml (25.7 fl. 0z 'l e
....
LI E XY
. u:..'
......
LI XYY
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IF

iF:iN.EYES:

tF ONSKIN:

IFINHALED:

Have the product cor

¢ause aspiration pneumonia.

PRECAUTIONARY STATEMENTS

Hazards to Humans {and Domastic Animais}

DANGER

Corrosive. Causes irreversible eye damage. Causes skin irritation. Harmful if swallowed or
absorbad through skin or inhaled. Do not get In eyes, on skin or on clothing. Avoid breathing
spray mist. Wear goggles or faca shleld. Prolonged or frequently repeated skin contact may
cause allerglc reaction In some individuals. Wash thoroughly with soap and water after handling.
Remove contaminated clothing and wash clothing before reuse.

Personal Protective Equipment {PPE}

Applicators and other handlers must wear:

» Chemical-resistant apron or coveralls over long-sleaved shirt and iong pants.

» Chemical-resistant footwear plus socks.

Chemical-resistant gloves.

Chemical-resistant headgear for overhead exposure.

(Goggles or face shield, and chemical-rasistant apron when cleaning aguipment, mixing or

loading.

Do not apply this product in a way that will contact workers or other persons, sither directly or
through drift. Only protacted handlers may be in the area during application.

For livestock spray or dip applications in enclosed areas: Apply only in well-ventilated areas.

Follow manufacturer's instructions for cleaning/malntaining PPE. If no such instructions exisiYof*$
washables, use detergent and hot water. Keap and wash PPE separately from other laundfy. *
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User Safety Recommandations

« Users should wash hands before eating, drinking, chewing gum, using tobacco, or using the
teilet.

+ Users should remove clothing immediately if pesticide gets inside. Then wash thoroughly and
put on clean clothing.

+ Users should remove PPE immaediately after handling this product. Wash the outside of glovas
before removing. As soon as possible, wash thoroughly and change into clean clothing,

ENVIRONMENTAL HAZARDS

This pesticide s toxic to fish and aquatic invertebrates. Do not apply directly to water, or {0 areas
where surface water is present or to intertidal areas below the mean water mark. Drift and runoff
from treated areas may be hazardous o agquatic organisms in adjacent sites. Do not contaminate

water when disposing of squipment washwalers or rinsate.

PHYSICAL OR CHEMICAL HAZARDS
Do not use or store near heat or open flame.

STORAGE AND DISPOSAL

STORAGE: Not for storage In and around the home environment. Store in original container in a
locked dry place. Do not open the cortainer until ready to use. Use entire contents of can when
opened. Keap from freezing.

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by storage or disposal.
Pesticide wastes are toxlc. improper disposal of excess pesticide, spray mixture or rinsate Is a
violation of federal law. If these wastes cannot be disposed of by use according to label
instructions, contact your state pesticide or Environmental Control Agency, or the Hazardous
Waste repraesentative at the nearest EPA Regionat Office for guidance.

CONTAINER DISPOSAL.: Triple rinse {or equivalent}. Then offer for recycling or recondilioning,
or punciure and dispose of in a sanitary landfill, or by other procedures approved by state and

local authorities.
In case of spillage, cover with an absorbent such as soda ash, clay or sawdust. Sweep up and

dispose of as directed under Storage and Disposal.

DO NOT REUSE EMPTY CONTAINER.

DIRECTIONS FOR USE

it is a violation of faederal law to use this product in a manner inconsistent with its labeling.

DO NOT USE ON HORSES or DOGS — CAN CAUSE DEATHS,

DO NOT OPEN CONTAINER UNTIL READY TO USE.
USE TAKTIC®E.C. WITH WATER ONLY. DO NOT MIX WITH OIL OR OTHER SOLVENTS.
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BEEF AND DAIRY CATTLE

TAKTIC® E.C. can be used on lactating dairy animals, with no withholding pertod for mitk
foltowing application. Also, there is no post-reatment siaughter interval on beef and dairy cattie.

TICKS AND LICE:

TAKTIC® E.C. wiil control the foltowing Ticks and Lice on cattfe:
Lone Star Tick (Amblyaemma amaricanum)

Gulf Coast Tick (A. maculatum)

Winter Tick (Dermacentor albipictus)

Brown Dog Tick (Rhiplcephalus sanguineus)

American Dog Tick (D.varfabliis)

Rocky Mountain Woed Tick (D. anderson/)

Spinose Ear Tick (Ofobius megninf)

Black-tegged Tick (Ixodes scapulans)

Trapical Bont Tick (A. varisgatum)

Cayenne Tick (A. cajennerise)

Cattla Tick (Boophilus annulatus)

Southern Cattie Tick (B. microplus)

Biting Louse (Damalinia bovis)

Sucking Lice (Hasmatopinus eurystemus, Linognathus vituli, Solenopotes capillatus)

MITES
Scab and Mange Mites (Chonoptes bovis, Psoroptes ovis and Sarcoptes scabiei var. bovis)

Spray:

For control of ticks and tice, mix one can (760 mi) of TAKTIC® E.C. In 100 galions of water,; for
control of mites, mix ona can of TAKTIC® E.C. in 50 gallons of water. Use TAKTIC® solutions
within 8 hours of mixing. Use up to 2 galions of spray for a fully grown animai. it is important
{0 wet the animal thoroughly and that the spray penetrataes to the skin until run-off. For Lone Star
ticks, cattle ticks, gucking lice and chawing lice, perticular aitention shouid be given to the legs,
axiila and groin area, udder, tail ragions and head, including the ears. For Guif Coast ticks and
Ear ticks, treat the hesd, ears, shoulder area and neck with a low pressure spray. For controi of
lice, a second treatment {0-14 deys later is recommended, to kill lice hatching from eggs.

Spray Dip Machine:

For control of ticks and lice, mix one can (760 mi) of TAKTIC® E.C. in 100 gallons of water; for
confrol of mites, mix one can of TAKTIC® E.C. in 50 galions of water. To control cattie scabies,
appiications should be made as instructed by USDA, APHIS, VS bullsting. Two treatments 7-10
deys apart are required to control cattia scabias. Use TAKTIC® soiutions within 6 hours of
mixing. Use up to 2 gallons of spray for a fully grown animal. it is imporiant to wet the animal
thoroughly and that the spray penetrates to tha skin untit run-off.

LA TR )
L]
s
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SWINE

MANGE MITE AND LOUSE (Sarcoptes scabisl var. suis and Haemafopinus suis):

IMPORTANT

Remova fead from pen and cover drinking bowls. Remove and dastroy bedding. Hose out feces
and gxcess fead. Use TAKTIC® solutions within 6 hours of mixing.

Spray:

Mix one can {760 mi} TAKTIC® E.C. In 50 gallons of water (squivalent fo 1/2 fi. ounce per galion
of spray solution). A sprayer with e coarse nozzie dafivering the solution at 70 to 150 psiis
recommended. Spray the walls, floor and any fittings In the pen. Spray all animals (at the same
time) whethaer visibly affected or not. Spray the animals until the mixture runs off, paying
particutar attention to treat the jow!, legs, inside the sars and underside of the hody. Itis
important that the spray penetrates to the skin until runoff. A second treatment is recommended
to break the parasites’ life cyclas. Make the application 7-10 days after the first trestmaent for mite
controt, and 10-14 days for lica control.

An alternate to spraying young pigs (pliglets/weaners) is to dip them in a suitable-sized container,
Dip 30 animals and then repiace dip wash. Use dip wash to treat premises.

Do not treat animals more than 4 times per year,
Do not apply to ewine within three days of slaughter.
Do not use TAKTIC® E.C. at the same time with any other Amitraz-containing product.

IMPORTANT NOTICE: DISCLAIMER

Read “IMPORTANT NOTICE: DISCLAIMER” bafore buying or using. [f terms ere not acceptable,
return at once unopened. INTERVET warrants only that the product conforms to the chemical
description on the label and is reasonably fit for the purpose stated on the labei when used in
accordance with the directions under normat conditions of use. This warranty does not extend to
the uss of this product contrary to [abel instructions or under abnormal condHtions, or under
conditions not reasonably toreseeable to INTERVET and user assumes the risk of any such use.
INTERVET MAKES NO OTHER WARRANTY, EXPRESSED OR IMPLIED, INCLUDING ANY
IMPLIED WARRANTY OF FITNESS FOR A PARTICULAR PURPOSE OR OF
MERCHANTABILITY. inno case shalf INTERVET be liable for consequentlal, special, indirect or
incidental damages resulting from the use or handling of this product. The foregoing conditions of
sale and warraniy can be varied only by an agreement in writing signed by a duly authorized
representalive of INTERVET,

© 2002 INTERVET INC.
5843508 MADE IN CANADA NET CONTENTS: 760 mi (25.7 {1, o2.}
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Taktic

EMULSIFIABLE CONCENTRATE
MITICIDEANSECTICIDE
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STATEMENT OF PRACTICAL THEATHENT (FRST ALD):

HE B4 EYER; 1000 EVELIOS CPRNAHE LUt WITH STRADY, GEHNE $TREAN O
WATER FOR 1 MRRUTES, GET RENGAL ATTENTION

IF M BIGH: WA WITH ALENTY OF BOKP KD WATERL GET IEDIAL STTENTRH.

1F SHFALJETY: RERKIVE VICTIATO FREBH A, 3 HOT SREATHER, GVE ARTEICUL
RESPIRATION, PREFERASLY JAITH-TOGEIUTH GFT WEDRCAL ATTENTION,

BD1ICE VIRRTINO, DREAG! FAOMTLY A LARGE CRANTITY OF LK, BoQ WAITER,
GERATR BOLUTICH, O K° TV MAE HOT AYALAILE, [¥UbS LARDD GLAHTIES
OF WATER AYOE) ALOOHCE

HOTE TO PHYBIGLAN: ATRAL, PHE ACTIVE JREINENT H THS PRODUCT. 13
HOT A DRGAHCPHOSIORUS COMPOUND, DO HOT USE ATRORNG 40 AN
FHTRGTE TREAT ANY CVERENPORUNE STMFTOLATICULY, HUOSSAL Taags 1
FROGARLE VAECH MOREASED HE BI3K OF QATTEC LAYAGE THE PAEBENCE DF
FETROLEAN DISTILATE 4 T PRODUCT LAY POBE AN ASATION FHELLIONI,
HAZATD,

PRECAUTIONARY STATEMENTS
Hasaeds & Himans (and Domaestic Animais}
DANGER

Cacmpeive, Counse imevantii #yh demragy. Crunds siin iminton, Hamdd

wwabownd or shaarbed roush S50 or halad. Do nat el b myea, on ek of

o clolg. Avedd braating eeey mint Waar guogian o fioa tiseld. Prolonged

o Troquendly repealed siin conisel may couds stk feidon i st

IvBrckaiy. Wash thoroughly Wit eosp and waler 567 haning.  Ramas

ceniminaied tothing sl v cinthing dwfors reuss.

Parconal Protective Equlpmant (PPE}

Mm W long-Seivad shirt and kv el
g e 5

Chomicalrasistant Bobwear JAH socks,

PALL HERE TQ OPEN
PRESS TOQ RESEAL

Chamical-mesistant hesdzesr R ovarhied expasurs.
Gaggies or s shkeld, &nd choriash-rosistant gorn whan dasning

Ui, makng of kaading.

D iyt sy 68 product K o, wey Bt wi contact workers of 0
parmond, sithar dhrcly o vmgh G, Ondy piviaetsd handier mey be
{ntro srea during applcation.

For raelock spney or ol mpphetiond in ancliand ersat: Aspy ey in
wlyesiinad ptos.

ol marmiiastend's insructiana i o PPE. ¥ nomh
Tinactens s bor waahblen, Gine cisteryhe and hot water, Kt end
wigh PRE seqanatsly imm ohed launddy.

User Rocommendstiony

* Lsam vauh harelt bafors padng, Siing, chawing pum, uang
s, o uling B e,

wah Bomughly 2eed puton S28n doting.
* Unare shondd remneve PPE mendcisioly ehes $ig roda, Wash
ha caseicis o oy beden teARRAN, Aa sa6n b paesiis,

Dk tad changd vk claan glath
ENVROHMENTAL HAZARDS

This pertcids b kede 5 fah B souesic iverieivetsa. Do not 2pply drocty 1o
Wi, F 5 Seat whimo Surftcd waitr i precard of ¥ vscikisl Srosa Tiow
S mean water inark. Ol and no from baeied troei mey b harzmious In
e srpaniams i sganenl . Do net contaminals Wl when Gaosng
o wisambal washiers of dresla.

PHYECAL O CHEBRCAL HAZARDS

Do ft s o plows rosr hasl of e Rars

STORAGE AND DISPOSAL

BTORAGE: Mot ior woeege by end around T loms eondmremsed, St i
crighngl conlainaet in & loskad dry pisoy. Lig 1ot opont $18 okt untl mady
. Ues entin corents of can whan opsnsd, Kaep from feezing.
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PESTICIDE [REPOBAL: Do ot conkaenirata waler, focd & foad

lonansl of Exnae poSicESS, prey vking of Mivestd i 2 viclsin
o tadarmi Lasy, W Bave whby cannet be chapaned of by uid
seondng 0 lehel batnnbons, contict your otala peeticida of
Emvdinramenil Canirot Agonry, o Ba Hamkus Ve
Tegreseninive & B rodnal EPA Ragina Offizs for gaidance.
CONTANEER DISHOBAL: Tripha tines {ov eqvaieat), Than ofier
tor teryting of econdiione), of Pl sed dapota of
tanitary 8l of by O pricodures eppeved by it end
kcal sshontiss.

In otz of apiage, cover wilt an ghaorent Gush ke sodn 2,
ity o eewriust. SwotD up g st of b drvand under
St aed Oloposal.

DO HOT REURE EXFTY CONTARER.

EMERQENCY PHONE HOT:

HEHEAN — 14002230838, axt 182

AHAAL o 1925345473, exl. 104

CHEMCAL (EFLL LEAX, FRE O EXPOSURE) 4004240000

DIRECTIONS FOR USE
B by a vioketion of tebrtd R ) i By prosduct |5 8 ey
ienraistand Wik 25 labelng.

DO HOT 13E OH HORSES e DOGS - CAH CAUSHE DEATRE.
[0 HOT CFEN CONTARER UHTH, READY TO USE

58 TAKTIGD EC. WITH WATRR OMLT. DO HOT i vTH
G OR DTHEN SOLYENTS.

BERF AMD DAIRY CATTLE
TAKTICR £.C. o1 be teed o fsctaing daity exdmsla, ot o
wishikEing pedcss S0¢ milk Tlkeing BpEicason. Kisc, ther B o
proldrmairmant HEueer intervel on bivl 17 iy celSe,
TIONS AHD LICE:

TAXTION 5.0, wil corieed the fnkowty Ticks enef Lica on catii:
Loo Sher Tt {AMBYOMTE Sransanum)

Gurd Cogat Tick {4 macsdatin)

Wisar Tick fDsmisceniar pspicson)

Brown Dog Tick vipionsiithss sanguingus}
Reneriean Dog ook £0. vaeluBs)

Liss o " Loy VR,

Sogh prel 288 (Cheriaies Paarepiea o o

Soreyt

For odsvel of S 2nd Bea, mit o0 can {760 ) of TAKTICR
£6, 1t 100 patons of vty for corarnd of e, i one cas of
TAXTIOS EC. in BO pabong of water, Uy TAKTION solutions
whkin & hoor of wizing. Ui o 15 2 galons of spiey for o Ly
gronn animal, %3 krpoctrt 0 wel e arire horxighly and et
T egrry ponetmied b N Gk wd rnfl. For Lenie Ster i,
caia fcks, sutkng ¥om und chowing fce, paniniter zdenton

o be pheon 10 1 bson, ity wnd (roin aree, wider, taf mgiers
ot b, okl the e For Ul Doaed Bk and Ent Bk,
o B hoowd, B, ohoukir Bhoa Andd ek with @ kew

sy, For contol of koo, & ssoond toskment 1044 oy letar b
mcornrenndod, 10 42 oy Detoiing born e

gy Dip Mashing -

Fox o] of Bsies vl o, min ong oo (MDA o TAKTICR EC Iy
10 gutiors of welae, ke conkret of miles, mix o ¢an of TAKTICE
B 5t 50 pabors of welsr To coedmd com poabin,

SWINE
MAKGE HITE AHD LOUSE [Samuios poadiel ver, o) s
Hoomatipheat misk
HPOATANT

awum;«m#w&m@m
in 8 pdabiysizad comitiee. i 20 animals end then Replang

Do et st iy pocee 1 A S pe? et

D ek sy 10 el wihin e vy of siaugpaer.

Do 1ol e TRKTICDEG. & ¥at navms S with BTy oihet Amiar
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wnirary o ke ¥ o i e ook, of Loy candittes
WMhmmwmhMalww:
NTERVET WAKES WO OTHER WARIUMTY, EXPRESSED DN DARUED,
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WWQ#WM Tha Sormgeine corctizone of s i womdY oon ke
= Oty By aet ey v with wiged by & ity sefvaried represeriitig

S 2000 HTERVET 540,
IRBARRA MADEN CARAIA KT SOMTENTE: TR ST R )

30



C urrent Product  Lakel

Taktic'

EMULSIFIABLE CONCENTRATE
MITICIDE/ANSECTICIDE

NET CONT

3 » des

» » - .

[T Y] '™ .

- -

" % 8 & '

* e 28
LE 2 L] » Y . .
L ] * & s ® . ...
» . ® . - - 2
) LI R TR ) s o8 & &
5 5 = 0 s s s &
» M . . . .

31



PESTWIDE DIEPOSAL: Do not cordaminass waist, food of fusg
I et of Seponsl. Peaticide vastes one fowic. lnpropar
diepoend of extots pooboide, Iy Kl of H3tE I & VISt
of fecdorad v £ 5550 wisies Lot ba captasd of by use

wmm%mwaanwsmwm
CONTAHER DISPOBAL: Trpls nrss for equiedert Tran offsr
for rityeiig oF reconditioning, of punclune and dagoss ol g
xbitady i, or by oE procadures Epproved by site and
kel wuhontias,

i eas o spiinom, oivet Wil BN absorkant Su0h Bs B0e B2,
ciary or ravdust, Sweep te and dipoen of 22 direesed under
Stpgn b Drapoes!

DO HOT REUSE EMPTY CONTAIHER.

EMERGEMCT PHOME ROS.:

HUMAN — 1-500-122-3835, pat. 142
AMSBAL w1 B005TIE, ol 104

CHERMMCAL {GPLLLEAK, FIREQR EXPOSURE) 1 6004245300

MRECTIONS FOR USE

Hﬁa%ﬁcﬂdmwbmbﬁamhamm@r
nexsisiant whh 25 Bbeling.
DO HOT USE Ok HORSES or DOGS - CAN CAUSE DEATHS,
DO HOT OPEN CONTARER UNTIL, READT TI} USE.
USE TAXTICS EC. WITH WATER DHLY. DO ROT 3% wiTh
U 08 BTHER BDLVENTS.

BEEF ANP DAWRY CATTLE
TANTICS EC. can ba usad on botalng dety amimeis. wii no
seating patiod for mi folt Mo, By by
ot ireaiiment sieughiar interval € beet end dely e,
TICKS AND LICE:
TAKTIOD B.C. wél toniro! the iokowing Tiots snd Liog & catie:
Lo Star Tiok (Ambdomns smeicaniey)
Gt Coned Thok {4 mactdatan)
Winker Tkk [Damsacentin slipihe)

Py

Bipincasn B Tick J0baus megnind)

o e

Trisgizat oot Tiek (4. varlognheny

Cayerng Tk (A agisnaenta)

Caltia vk (Boopsius snnulats)

Southam G T (8 mimephs

Bing Liatss (Domeiis bcm‘s)

Sucking L [P yeiarnus, Linag il
smma;ﬁsw

Seae: st Mangs Mies (Chorispteg bovis, Potroples oo
Sareopies soabial v el i

Sprey:

For cenriml of ok and Bog, mix ona cae 60 m3 o TAKTIOD
£C. in 100 gafione of welsr, bor oot of fies, i 00 can o
TATIC® EC. in 50 gallr of water. Uss TAKTION aclutions
within & how of mislag. Use o 1o 2 galons of spmy for 6 iy
o aremal. 1 i ireportand 0 wel the zramal orslty and et
the Epray DeiaTis 0 B Sk und nuvod. For Loms Star ks,
iy v, sucking [ and chawing Boa, periadst sfiertien

LA XX

Thauké be given by tha figs, Rxia and ot mwea, udar, T regiing
el baxd, keuing ha esrs For Gulf Goudd ke o B i,
treat oy hewrd, sara, shoulder aras e nak WY B bow pressum
gurey. For contol of Soa, & watond Teatmant 1014 days e B
4, 40 ¥ iva haleog from 6002,
Spry Dip Macking: .
For condrol o Boks e g, mb one 22 (760 ms} of TAKTICB £5. i
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EL. in b0 pefiees of weler To condd cafile stabiss, sipdvaions
st by mats an eiructed by USDA, APREE, VS tusting. T
oetmania 7-10 deys spe sty mopdred o eontrl eotls sentin, Use
TAKTIOD sohulions within § houns of mixityy, (ko un 0 2 gateey
of qoray b a By prown mened. 5 Unpoviand B wet e arivd
Tty B it the Buey ponetreing b e shin uid ninol.
SWINE
HAKGE MITE AHD LOUSE fSarorpies sonbisl var, poly end
Hpgeradopings pul):
{RPORTANT . o
Pamova fead fom pon end covie dridkmg bowl, Remove
sty boasing. Viose ot Yoo and puoesa fesd. Uke TAKTIOR
solytions within § hours of mizing.
Sprey:
Wi ons cen [TED md) TAKTIGR EC. b 50 pabons of weler
feuvalent o W2 B cunca por gelon of spvey sehationt. A e
wih & coursd noYts Cefwaring the soulon & TR R 1R pE B
rmesranendiad. Sormy the waba, Boor and any Giinge ¥ 2 pen
Spvay 0F amima {51 e ey Bna} whether vislly aliected o il
Spogy the avdinals UK T mids s oF, paying parioulsr
ailarton B twat ha jowd, Yo0s, e tha sars end undaroida of the
bogy. Hﬁ&rmmmﬂwmwﬁ%%m
off. A secend resiman A 1y brogk the parasisy’ i
oS, mww?-wwmmwmmw
srit conirod, v 1014 days for boa contml,
An eitatnats b 2pEng young pis [iniestweanars) is to iip tham
i & puinble-gred soviziner. Dip 30 srimals &g thon roplacy dp
waet Voe Gp wash Iptusl prearisey,
T ot braat anienads mois than 4 Smes poy yeid
50 nod eppy 10 pwine wili Bred deys of elalgiter,
Do ot e TAKTIOR E.C. 4t tha same tima vt vy other Ararez-
coniginig peoskat.
HEFORTANT NOTICE: DHCLANER
Rt BEPOATANT ROTIGE DESCUAMMER' befom tnnlny o Lairg K oovs ang
ot mmptadse, el K GRor Wipsned  PTERVET wannte oty Tt b
prtiusd e B 06 chamsel Rl e e bl v & sty B b
it pomine thaed 6 Tu Tt when ued ) Eoosangg wil G dhuctons grds
el meions of wrs, This ety S ot et o s uns o i ke
Ry e SR PR O W HBATE coERons, o wndee aaniiong it
ey teaosiatis 10 IITEFAE Y end weyr beasriee e rih of sty foh bt
TYERVET MAXES MO OTHER WARRAKTY, EXPRISEED OF MPUD
HCLUDHG R BAPLIED WARTANTY OF FITNESS BOR A FAATICULAN
PUNEBCER DR OF MERCIANTASRTTY, 1o cuse o2l WTERVE T Lo Sa b
corsaganinl, ekl habes ¢ Rodenkd Smapes madin) fom e o o
b of S i Tha tegeing el of sy el vty o B
%mwmwamwh:mmw
o BTERVET

& 300 INTEAVIET it
SBATHCA VADE 9 CAMADA  RET CONTENTS: TEr s {3674, el
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September 12, 2001

Akiva Abramovitch, Ph.D., Chemist
Insecticide-Rodenticide Branch
Registration Division (7505C)
USEPA Headquarters

Ariel Rios Building

1200 Pennsylvania Ave, N.W.
Washington, DC 20460

RE: Taktic® EC (amitraz); EPA Reg. No. 54382-3
Daar Dr. Abramovitch,

As requested in your phone message today, please find enclosed a cun'ent
product iabel and a paper copy of the current product label for Taktic® EC. Also
enclosed is a copy of the EPA stamped iabel (27 April 1999) that was faxed to
you 07 September 2001.

Updated labels regarding PR Notice 2001-1 (First Aid Statements on Pesticide
Product Labels) will be submitted at a later date.

If you have any further questions, please contact me by e-mail
(lee.whalev@intervet.com) or by phone at (302) 934-4385.

o Sincerely,

S. Lee Whaiey, MS
Manager, Regulatory Affalrs~Pharmaceutfca!s

intervet Inc.
Enclosures ca s
Xy} e .
° ° . 9 ° : . :E i 0 o,
niervet
poo o e oe e o T
- * o o 0w ° . o @
o w & e o eu % o
b - A 4 " v 2 e 0
so & o * % @ -
e * ¢ intervat ine.
405 State Street
PO, Box 318

Milishoro, DE 19966 0318
Tel. {3072} 534-8051
FAX (302} 834-4282



Label C — Proposed Label

Jamuary 11, 1999, 4 pages

EMULSIFIATSE: CONCENTRATE
MITICIDE/INSECTICIDE

ﬂlCﬁEPTEL

AFR 27 1298

“his product contains Petroleum Distillate. =
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PRECAUTIONARY STATEMENTS
Hazards to Humans {and Domestic Animals)

DANGER

L ]
-
*
*
* e
»

mmwmmmmmm Remcve contaminated
clothing and wash before reute.

Personal Protective Equipment (PRE)
Agoficaters and other handiers must wear:
Chmcﬂ-mmtmmomlms&eevedsbmandl
Chermical-redistant foctwear pus socks. mm
CWMtM
m«mm;mmmmmmmm
aquipment, midng or foading.
Do not apply this prodoct in 2 way hat will contart workers ar other
parsons, akhar directly or twough defl. Orly protected handiars may bo
i the area during application.
For ivestock spray of dip appiications in enclosed aress: Apply only in
wal-ventilated areas.”
Foliow manufactirer's instructions for cleaning/maintaining PPE. # o such
mmmmmmmm“w Keepmdmm
PPE separaiely from other laundry.
User Safety Recommendations ‘ .
» Users showd wash hands before eating, drning, dwnggmmg
inhacco, of using the todet.
* Usars shouid rerncve clothing immediately if pesticide gets Tuide. Than
wash thoroughly and put on glean clothing.
+ Users should mmove PPE immeciaialy after handing this product.
WMNM&MWWMMW&MM
ENWRONMEHTALHAZARDS
This pesticide is toxie to fish and aquatic invertebrates. Dnm!wplyclwh
waler, o to areas where surface water is present oc o intartidal areas below
the mean water masde Drft and runofl from treated areas may be hazarious 10
aquatic grognismg in adiscent sitex. Da niot contaminate water whan dsposing
of equinfgft waslatesd or rinsate. .
PHYSIdLsoR gl HAZARDS
Do not usa of store near heat of open flame.

.. STORAGE AND DISPOSAL

WE: mwmmqwqmmmmmﬂ Swore it
oligifal codigifler tn, & locketidty fig#e. Do net opan the comainas untl rsady
to uge. Usa enfira contents of can wien opened. Keep from fraazing.

Page 2 of 4

January 11, 1999
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IF IN EYES: Hold eyelids open and
flush with steady, gentle stream of
water for 15 minutes. Get medicat
attention.

IF ON SKIN: Wash with plenty of
soap and water. Get mexlical
attention.

TF INHALED: Remove victim to
fresh air. I not breathing, give
artificial respiration, preferably
mouth-to-mouth, Get medical
attention.

JF SWALLOWED: Calla
physician or Poison Control Center.
Do not induce vomiting. Drink
promptly a large quantity of milk,
egg whites, gelatin solutica, or if
these are not available, drink large
quantities of water. Avoid alcohol.

NOTE TO PHYSICIAN:

Amitrsz, the active ingredient in this
product, is not an crganophosphorus
compound., Do not use atropise as
an antidote. Treat any overexposure
symptomatically. Mucosa! damage
is probable which increases the risk
of gastric lavage. The presenceof. -
petroleum distiflate in this product
may pose an aspiration pneumonia
hazard.

Comosive. Causes irreversible eve
damage. Causes skin irritation.
Harmful if swallowed or absorbed
through skin or inhaled Do not get
in cy;sé on m ar on clothing,
Avoid brea spray mist. Wear
goggles or face shield. Prlonged 38
frequently repeated skif 1 opnfacy mas
cause allerglc reaction mmmet e
individuals. Wash thoroughly with
soap and watgrafteg handligy. ves 40 o

Remove contaninfitdd cloauhgan'& e t 8

wash clothingbefdrelrelisé. o e :.:
Page 3 of 4
January 11, 1999
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PESTICIDE DISPOSAL: Do nat contaminate water, food of feed
by storage or disposal. Pasticide wastes are toxic. Improper
disposal of excess pesticide, spray mixture or finsate is a viclation
of fedaral faw. 1 these wastes cannat be disposed of by use
accarding to labied instructions, contact your sate pesticide or
Environmental Control  or tha Hazardous Waste
feprageniative at the nearest EPA Reglonal Office for guidance.
CONTAINER DiSPOSAL: Triphe rinsa {or equivaient). Then offer
for recycling or recondisiening, of punciure and dispose olin a
saniiary landfil, or by other procedures approved by state and
focal authorities.

in case of spiilage, cover with an absorbent such as soda ash, |

clay or sawduat. Sweep up and disposs of a8 directed under
Storage and Disposal,

00 NOT REUSE EMPTY CONTAINER,

EMERGENCY PHONE NOS.:

HUMAN, FIRE, SPiLL3, ENVIRONMENTAL:
1-800-228-5835, Ext, 132

ANIMALS: 1-800-345-4735, Ext. 104

DIRECTIONS FOR USE
[t is a violation of federal law to use this product in a manner
inconsistent with its labeling.
DO NOT USE ON HORSES or DOGS - CAN CAUSE DEATHS.
00 NOT OPEN CONTAINER UNTIL READY TO USE
USE TAKTIC® E.C. WITH WATER ONLY. DO NOT MiX WITH
QiL OR OTHER SOLVENTS.

BEEF AND DAIRY CATTLE
TAKTIC® EC. can be used on iaclating dalry animals, with no
withhoiding period for milk foliowing application. Also, thers is no
post-ireatment slaughier intarval on Deef and dairy caltie.

TICKS AND LICE:

TAKTIC® £.C. will control the following Ticks and Lice on cattle:
Lone Star Tick {Amblyomma americanum)

Gulf Coast Tick {A, maculatum)

Winter Tick {Dermacenior albipictus)

Srown Dog Tick (Rhipicephaius sanguinsus)

Amarican Dag Tick (D). variabils)

Rocky Mauntain Wood Tick (Dermacenior andarsoni)

Spinose Ear Tick (Otobius megning

Black-legged Tick (lrodes scapularis) L

Tropical Bant Tick (A. varsgetum}

Cayanna Tick (A cajennsnss)

Cattle Tick (Bogphifug annulatus)

Southem Cattle Tick (B. micmphus)

Bling Louse (Damadiia bovig)

Sucking Uce (Masmatopinus surystermus, Linognathus vitul),

Solencpales capiiatus)

S“gg sand M Mites (C. bowis, and

tes P las ovig

mm { harfop s0r0p

Spray:

For contrel of icks and lics, mix one can {760 i) of TAKTIG®

E.C. in 100 gallons of water; for contral of mites, mix one cad of S

TAKTIC® EC. in 50 gallons of waler, Use Talktic® solutipa ?

within 6 hours of mixing. Use up lo 2 galions of spray for a fully

grown animal. itig impenant to wet the animal thosoughly and that

the spray peneirales o the skin untl un-off. For Lone Star ticks,

catfle ticks, sucking lice and chewing lice, particulas attention

—————

should be given to tha legs, axtia and groin ares, udder, tai mgions
and head, including the sers. For Gulf Coast Sicks and ear Bcks,
wraal the head, ears, shauider area and neck with a low prassure
speay. For control of lice, a second Ueatment 10-14 days later is
recommaended, to kill fica hatching from eggs.

Spray Dip Machine:

For comrol of ticks and fics, mix ona can (760 m) of TAKTICBEC. in
100 galions of waler; for control of mies, mix ong can of TAKTIC®
EC. in 50 galions of watsr. To conbol catlle scabiss, appicatioes
shoudd be made as instructed by USDA, APHIS, VS Dullsting. Two
treatments 710 days apart am required 5o control cattie scabies. Use
Taitie® soiuticns within 8 hours of mixing. Usa up to 2 galons of
spray for a fully grown animal. 1t is important to wel the animal
thaeroughly and that the spray penetratas 1o the sidn unti rum-olt,

SWINE
MANGE MITE AND LOUSE (Sarcoples scabiel var. sufs and
Haamalopinus suls):
IMPORTANT

Remova feed from pen and cover drinking bowls. Remave and
destroy bedding, Hose out feces and excess feed. Use TAKTICS

soiutions within § hours of mixing.

Spray: .

Mix one can (760 mi} TAXTIC® E.C. in 50 galions of water
{equivalent to 1/2 . ounce per gafion of spray solution). A sprayer
with a coarse nozzle delivaring the solution at 70 to 150 pei is
recommended. Spray tha walls, foor and any fitings in the pen.
Spray aft animals (at the same time) whather visibly affected or not
Spray the animals unfi the mbdure runs off, paying particular
atterdion bo treat the jowd, jags, insida the ears and undersida of the
body. it is Important that the spray penetrates to the skin urel run-
off. A second treatment is recommended 1o braak (he parasitag’ fife
cycles. Make the appication 7-10 days after the first reatment for
mile conirok, and 10-14 days for ice control

An aitemate to spraying young pigs (pigists/weanars) is % dip them
in @ suitable-sized container. Dip 30 aninals and then raplace dp
wash. Usg dip wash !9 treat pramisss.

Do nattreat animals more than 4 times per year.

Do not apply to swine within thde days of slaughter,

Do net use Taktio® EC. al the same tma with any obher amitraz
coriaining product,

IMPORTANT NOTICE: DISCLAIMER
Rasd "IMPORTANT NOTICE: DISCLAIMER" befors Buying of wing. ! tonms an
oot accepieble, retum 2t orve uncpened,  HOECHST ROUSSEL VET wemirts
oy that the produet conjomms 1o e chamical deacriotion on the label and &
reagonebly & for th puposs stated on tha [abef when used in sccontance with
tha drections under normal condifons of 3¢ This waminly doss not sxterd to
mmummmeMummm
not ceasonably foreseesbia 19 HOECHST AOUSSEL VET.
v&@mﬂnd&rbmwmw HOECHST ACUSSEL VET MAKES
A2 ., EXPRAESSED OR IMPLIED, IMSIUCING ANY
OFHDESSFGRAFMMWMOF
» 1t n0 case sl HOECHST ROUSSEL VET bo labie for
consaquenbial, specisl, indirect or incktental retuling from e s or
handing of s qroduct  The forsgaing condiions of sale and wamanty can be
:WW mww:wuﬁnﬁﬂm

Td@ctmwuhs WW&MWWW
The nema and loge HOECHST are registared trademaske of HOECHST AG.

0199 HA vt
S04350-598  MADEINCANADA  NET CONTENTS: 780nJ {2378 a2)
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Telafax Transroitiat R S 405 g‘m@
Cover gheet | PO.Box318
AKZO NOBEL Millsboro, DE 19966
(302) 934-8051
September 7, 2001
8...pages including cover sheet.
PERSON TO: COMPANY/DEPT T0:; FAX NUMBER:
Dr, Akiva Abramovitch Environmental Protection Agency 703-305-8598
Insecticide-Rodenticide Branch
Registration Division (7505C)
b PERSON FROM: COMPANY/DEPT FROM: FAX NUMBER;
S, Lee Wh&’eYn MS Intervet Inc. Fax: 302-934-4209
Manager, Regulatory Affalrs - Phone: 302.834-4385
Pharmaceuticals Milisboro, Celaware

RE: Taktic EC (Amitraz); EPA Registration No. 54382-3

Dear Dr. Abramovitch,
This fax follows our conversation this moming regarding the above-mentionsd product and provides
you a copy of the 27 Aprii 1899 letter from Mr, Leonard Cole (EPA). The 27 Aprii 1890 jetter includes a
capy of the EPA-stamped label incorporating the changes required by the amitraz re-registration
. a!igmlﬁw dwsson (RED). Please feel free to contact me by phone (302-934-4385) or e-mail
alay@dintervel.com) if | can be of further assistance.

(Managor. Regulatory Affairs — Pharmaceuticals; Intervet inc.)

§ THIS MESSAGE 1S INTENDED ONLY FOR THE USE OF THE INDIVIDUAL OR ENTITY TOWHICHIT IS

8 ADDRESBED, AND MAY CONTAIN PROPRIETARY INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND

EXEMPT FROM DISCLOSURE UNDER APPLICABLE LAW. IF YOU ARE NOT THE ADDRESSEE, YOU ARE

} HEREBY NOTIFIED THAT ANY DISSEMINATION, DISTRIBUTION, OR COPYING OF THIS COMMUNICATION 15

| STRICTLY PROHIBITED. IF YOU HAVE RECEIVED THIS COMMUNICATION IN ERROR, NOTIFY US
IMMEDIATELY BY TELEPHONE (COLLECT]. THANK YOU.

AR Tttty o BN -

38



red V/r-s /99
.fm %. ) ' . . B -
Vo ¥ Y UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(ﬁ‘ § WASHINGTON, 0.C. 20480
OFFICE OF
PREVENTION, PESTICINES
AND TOXKC SUBSTANCES

AR 27 K99

John L. Lauber, Fh.D.
Hoechst Roussel Vet

30 Independence Blvd.
P.O. Box 4915

Warren, New Jersey 07059-0915
Dear Dr. Lauber:

Subject: Labeling Amendment
Taktic EC
EPA Registration No. 54382-3
Your submission dated 31 March 1999

The labeling amendment referred to above submitted in connection with registration
under the Federal Insocticide, Fungicide, and Rodenticide Act, as amended, has been received
and reviswed, and the labeling is acceptable. Please submit three (3) copies of your final printed
Iabeling incorporating the changes prior to releasing your product for shipment. A stamped copy

is enclosed for your records.
o ﬁéé,
Leonsrd Cole
Insecticide-Rodenticide Branch
Registration Division (7505C)
Enciosure

SEP-g7-2801 15147 INTERVET INC 3B2o344209 P. 285
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Label C -- Proposed Label

Iaruary 11, 1599, 4 pages

“his product contains Petroleum Distillate. <

DANGER-PELIGRO

Page 1 of 4
January 11, 1999 40
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‘SEP-g7-2001 15:48

INTERVET INC

PRECAUTIONARY STATEMENTS
Hazards to Humans {and Domestic Animais)

DANGER

mwwmwmwm Raonove conideninisd
clothing and wash belocs reuse.

Personal Protective Equipment (PFE)
Ancilcanrs and obwer handirs et yekr:

Chemical-esistnt spron over . *
Cherrical-roilsiant fockeeiis Pt sois. N tU T

gover.
Chesnical-nesistant haadgess for overhesd sipoas.
Goggles of lace shiakd, e cheevical-reeialant apenn whan cioaning
oquipmaent, mixing or loacing.
Do not apply this prodhuct In & vary il Wil contact wodkers o thes
persans, sityer dieaclly Or mugh dARt. Only proteciad hendiees may b
I the sres during application.

For hvesiock spray of dip spplicalions i anclosed areas: Agply only 8
veal-ventiaied arens.

Follow manuacturer’s instuctions for clesninginainisining PPE. If o such
instructions wiet for wahables, Uee delergent and hot weier. Knymdm
mmmmw

. mmwmmmmmmm
Tokaexsy, of Lging the 1odet.
+ Users should remove colhing immediaiely ¥ pesticide gets inside, Then
wadh horeughly and pul on clesn dohing.
+ Users should remova PPE immedisialy after handiing tis producd,
Wanhs the outside of gioves belors rezioving. As acar a8 powslbis. waelt
Somughly snd change il clein coling.
ERVIBONMENTAL HAZARDS
This pesticide i fxdié 10 S and aquatc inveriabrates. mmmmﬁ
vwale, o lo arvee wharm suriace water is preasnt or 1 indectidel arens Dalow
e moen waler ek, Drift ars runolf o beaind areas may be MZendous B
scoumiic organinrs in adipcsnt slies. mmmmmw
of aquipmaert waginwalare of rinsale, .

PHYSICAL OR CHEMICAL HAZARDS
{3q ot e or slory rear heat or opm feme.

STORAGE AND DISPOSAL

STORAGE: Netfor siormge n and arotird the home snviramenl, Sowin

~ odginal cataings in 8 ockad dry plece. Do not opan the contaings unll medy

o uss, Unmmdmmw mmm

Page 2 of 4
January 11, 1999
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* SEP-G7-Z031

15048

INTERVET INC

I¥ IN EYES: Hold eyelids open and
fingh with steady, genls stream of
water for 15 minates. Get madical
attention.

I¥ ON $SKIN: Wash with plety of
s0ap sod witer. Get medical
stzntion.

IF INBALED: mmw

IP SWALLOWED: Calla
pliysician or Polson Control Center.
Do net indoce vomiting,  Drink
promptly & large quantity of milk,
egg whites, pelatin sohution, or if
these are not availshie, drink Iarpe
(uontities of water. Avold sloohal.

NOTE TO PRYSICIAN:
Amitraz, the active ingredient in this

3829344289

P56
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' SEP-37- 2381

15:48 INTERUET [NC

PESTICION TISPOSAL: D not contaminals wailsy, food or fasd

" oy sorsge o depoeal. Pestcide wastas are toric. Impropae

cheposal of w1288 pestcide, spray mixkes of ingsle i 2 violaion
of fecaral ew. 1f hoss wasiss cannct be daposd of Dy use
according % label ingtructions, contact your Stels perticids or
Enviconmental Control Agency, o Sw Hamardous Wasts
represertaiive at The nesreet EPA Ragional Ofce for quidence.
CONTAINER IGPOSAL: Triple rewe (or aquivaient). Thee offer
for racycling of reconditioning, O punciues and diaposs of in &
sankary isndfll, of by other procadures sppreved by stals and
local sthorities.

in cose of apliage, cover wilth an absorbant such as sods ath,
clay or sawst, Sweep up and disposs of a8 directad under
Siorage and Diaponel.

DG MOT REUSE EMPTY CONTAINER,
BMERGENCY PHONK NOS.

ANIMALS:

it is a violaion of federal lew 10 usa lhia product it 2 manner
inconsigient with s tabeling. '

DO NOT USK ON HORSKS or DOGS - CAN CAUSE DEATHS,
DO NCT OPEN CONTAINER UNTR. READY TO USE

USE TAKTICD EC, WITH WATER ONLY. DO NOT MiX WiTH
OR. On OTHER SOLVENTS.

BEEF AND DAIRY CATTLE
TAXTION EC. can be taed on [scialing daby ankmels, wih no
withhoiding peried for milk ledowing applicalion. Alo, there is o
post-treatmant sisughter interval an Deel and dairy caiie.
TICKS AND LICE:

TAKTION E.C. Wil control the followlng Ticks and Lice on caiie:
Lone Star Yick

Mies (Choricpiss Dovis, Pacroples ovis and
vitr. hovis}

Spray:

For control of Scks and lice, mix one can (730 mh of TAKTIOR
EC. in 100 galons of watier; for control of miles, mix one can of
TAKTICS E.C. in 50 galons of walwr, Use Txkdicl solutions
within 6 hours of mixing. Use up 1o 2 gaiona of spray Jor 3 Ay
Grown ahimal. [tis important 1 wet the animal thavoughly and hat
the spray penatrsies 1 ihe skin umtt unoll. For Lone Star ticks,
catie ficks, tucidng fios and chewing Bce, particuler aftarion

W w———

J

applicatiors
should be mad a8 iatnied by UBDA, APHIG, VB buletiia. Two
pesknanis 7+10 deys apwt ave raquirsd it contral callie scabies. Use
Taktio sokitions within § houry of maizing. Use wp 1o 2 gallrs of
gy for & Ay grown animal. £ s Inpartant 10 wet e anknel
tharoughly and that e say deneiraies i the sih unli axvoll

SWINK
MANGE MITE AND LOUSE (Sarapiss scabiel ver. suis and

A sacond treatroent is reconunandid io break the parasitas’ Jle
cychs. Mahe the applicalion 710 deys after the et teainent ior
mite cootrol, and 10-14 dave for e control,

A alameis o spraying young pigs (piglatswaandrs) ia to dip them
in 3 sulabie-sized contsiner. Dip 30 animels and then replace
wash. Use dip wash io teet premiges.

O not treat aiemal mors Tan 4 thoes pas your.

D not apply 10 swing witin vels deys of siaughlar.

Do not use Taldic® EC. st e sime fime with vy olher anivaz

varied crdy Dy 8o agyeeovt bt Gy et rigoreeive
VT g sined by

o HORCHST

Tasse {amivaz) bn & rogietens Iradarmadc of Hoschel Revraal Vet Grsbid,
The ranss aed loga HORCHGT s regioleret iceearks of HOECHST AG.
1906 H vme
SEN-EME  NADE IN CARADA REY CONTENTS: 00 od G307 8. 02}
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v SEP-GP-2801  15:47 INTERVET INC 329344269 P.81/85

Intervet Inc.

Talafax Transmittal ,, M 405 State Straet
Cover sheet 0 PO, Boxtg?%
AKZO NOBEL Millsboro, DE 18966
— {302) 934-8051
September 7, 2001
8...pages including cover sheet.
PERSON TO: COMPANYIDEPT TO: FAX NUMBER:
Dr. Akiva Abramovitch £nvironmental Protection Agency 703-305-8596
Ingecticide-Rodenticide Branch
Registration Division (7505C)
i_ ® PERSON FROM: COMPANY/DEPT FROM: FAX NUMBER:
S.Lea Whaiay. MS intervet Inc. Fax: 302-834-4209
Manager, Reguiatory Affairs ~ ) Phone: 302-234-4385
Phammaceuticals Millsboro, Delaware

RE: Taktic EC (Amitraz); EPA Registration No. 54382-3

Pear Dr. Abramovitch,

This fax follows our conversation this morning regarding the above-mentioned product and provides
you a copy of the 27 April 1889 |etter from Mr. Leonard Cole (EPA). The 27 April 1899 istter Includes a
copy of the EPA-stamped label incorporating the changes required by the amitraz re-registration
. aligibility decision (RED). Piease feel free to contact me by phone (302-834-4388) or e-mail
se whalev@intervet.com) if | can be of further assistance.

o o e

8. Lee Whaley, MS
(Manager, Regulatory Affairs -~ Pharmacsuticals; Intervet Inc.)

| THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE INDIVIDUAL OR ENTITY TOWHICH IT 1S
i ADDRESSED, AND MAY CONTAIN PROPRIETARY INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
t EXEMPT FROM DISCLOBURE UNDER APPLICABLE LAW. [F YOU ARE NOT THE ADDRESSEE, YOU ARE

i MEREBY NOTIFIED THAT ANY DISSEMINATION, DISTRIBUTION, OR COPYING OF THIS COMMUNICATION IS
I STRICTLY PROKIBITED. IF YOU HAVE RECEIVED THIS COMMUNICATION IN ERROR, NOTIFY US

[ MMEDIATELY 8Y TELEPHONE (COLLECT). THANK YOL).

ChpE ; =




nael /ey /99
I T L '
("n 3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
¢ WASHINGTON, D.C. 20480
4L m\x
OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

AR 27 1900

John L. Lauber, Ph.D.

Hoechst Roussel Vet

30 Independence Blvd.

P.O. Box 4915

Warren, New Jersey 07059-0915

Deai.‘ Pr. Lauber:

Subject: Labeling Amendment
Taktic EC
EPA Registration No. 54382-3
Your submission dated 31 March 1999

The labeling amendment referred to above submitted in connection with registration
under the Federal Ingecticide, Fungicide, and Rodenticide Act, as amended, has been received
and reviewed, and the labeling is acceptable. Pleage submit three (3) copies of your final printed
labeling incorporating the changes prior to releasing your product for shipment. A stamped copy

is enclosed for your records.
Sinceraly, ; Z
Leonard Cole
Insecticide-Rodenticide Branch
Registration Division (7505C)
Enclosure

V' SEP-O7-2881 15147 INTERVET INC 3829344208 P.02/06
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: GEP-G7-J01 15147 INTERVET INC 3025344283 P.83-65

Label C — Proposed Label

o Jarnary 11, 1999, 4 pages . - ‘ - ®
."‘u | T i ‘ a | lc

EMULSIFIAISY: CONCENTRATE
MITICIDE/INSECTICIDE

AFR 27 0%

Couder the Vaderal Somesibalice,
sty o s 44

~his product contains Petroleum Distillate. ~2 |8

DANGER-PELIGRO

eoechst ®

PR

MET CONTENTS: 760 mt (257 1. 62,
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CSEP-@7-2081 13348 INTERVET INC

PRECAUTIONARY STATEMENTS -
Hazards to Humany {and Domestiz Animals)
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. , wwﬂmwwmwm Remove contaminated
Gothing and wash before reuse.

Personal Protective Equipment (PPE)

Acclicaiys g other handiers must wear

Chemiculresivan shirt and N
m&v:ww !m;pum R

wwmuwmm
Goggies of face shiekd, and chemical-resistort apron when cisaning
aquigment, modng of iosding.
Do not 3pply this product ins a wary that will contact warkers or olher
persons, aher diracdy or through dft, Oriy troecied tandum may be
in tha area duing

) Par fvestack spray of dp sppcations In enclosed aneass Apply only &r
wel-ventiatod acens.
Folw mamdachirer's ingtructions for clesning/mantpiring #PE. I no such
instructions axist for washables, use detergent and hot water. Knpmdm
mmmmw

. L T uwmw ' IS
mmmmmmmmw.m
bacco, of using the et

+ Users should remove cothing immexBaiely i nesticide gets imide. Then
wash thomugily aind puk on caan cothing.
= Usgers shoukd remova PPE immediniy aRer lendiig this prcduct,
Wash the carsidle of goves befare remeving. A soon 23 posslie, wesh
themughly and change into clean clothing.
ENVIHONMENTAL HAZARDS
Thi pegticige i iodc 10 Ssh and aquatic inverisbretes. nommmn
walr, of In arean wham surkace water is dieserd of 1 intertical areas below
e mean witac Mast. Dt and runcit imm Yeatad areas may ba hazedoys o

R T e e aquasic omaniems It aducent ses. mwmmmm
: w o ) of equigvnent washwalars or ringzta, . v
B U R PHYSICAL OR CHEMICAL HAZARDS
rem " ‘ T Do ot uzs of $ore near heet or opoen fame.
' ' STORAGE AND DISPOSAL

STORAGE; Notfor storage In and afound the hame eavicaman, Soreln
ariginal container i @ Jocked dfy pince, Do et opan the conlainer Ll resdy
1 Use. wmmsammm Keen from freezing.
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INTERVET INC JA29344205

IF IN EYES: Hold eyelids open and
finsh with steady, gentle stream of
water for 15 minaies. Get medical
atteation,

IF ON §KIN: Wash with plenty of
soap snd water. Get roedical

prompuy & lrge quantity of milk,
egg whites, gelatin solution, or if
these are not available, drink large
quantities of water. Avoid aloohol.

NOTE TO PHYSICIAN:

Corrosive. Canses irreversible eve
damage, Causes skin irritation.
Harmful if swallowed or absorbed
through skin or inhaled. Do not gt
in eyes, on skin or on clothing.
Avoid bresthing spray mist, Wear
gogeles or face shield Prolonged or
&eqmﬂympemdmnmmmy

reaction in sutne

Page 3 of 4
January 11, 1999
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. VCEP-§-280:  15:48

INTERVET INC

PESTICIDE DISPOSAL: Do not conaninate water, food ar feed
by storagm or diéposal. Pesticide wastey we toxde. Improper
disposal of Bxcees pesticids, spray mixtuss ar ringate is a viclation
of fecteral faw. H these wastes cannot be disposad of by use
aocording t label insiructions, contact your stale pesticide o
Environmenta Control Agency, or the Hazagous Waste
reprasantativa at the nearest EPA Ragional Office for quidanca.
CONTAINER DISPUSAL: Tripls rnse {of oquivalént). Then olfer
for racycling or reconditioning, o punciure and disposa of in 2
sanitary iandf, of by other procechires spproved by stats and
locsi authorities.

In ca58 of spRlage, cover with an absorbent such 85 sodis ash,
clay or saweiust, Bweep uyp and dispose of 23 directed under
Storage and Oisposal.

DO NOT REUSE EMPTY CONTAINER,
EMERGENCY FHONE NOS.:

HUMAN, FIRE, SPILLS, ENVIRONMENTAL:
1-600-728-5535, Ext. 132

ANIMALS: 1-800-345-4735, Ext. 104

DIRECTIONS FOR USE
igav of federal law %0 use this product in a manner
inconzigten) with its labefing. '

DO NGT USE ON HORSES or DOGS - CAN CAUSE DEATHS.
DG NGT QPEN CONTAINER UNTIL READY TO USE,

USE TAKTIC® E£.C. WITH WATER OMLY. DO ROT MIX WITH
QL. OR OTHER SOLVENTS.

BEEF AND DAIRY CATTLE
TAKTIO® EC. can b used on jactaing dakry animals, with (@
withhaktiing period for milk folawing appiicalion. Algo, there i no
pogt-treatrnent siaughier intarval on Deed and dairy catlie.
TICKS AND LICE:

TAKTIO® E.C. wil control the follawing Ticks and Lica on caitle:
Lona Star Tick fAmblyomma amarfcantm)

~legged Tk fbeades scapulis)

Tropical Bont Tick {A. variegaim)
Cayenine Tick (A. cajennense)

Cattis Tick (Boophilus annuatus)

Southem Cattts Tick (8. microplus)

Biting Louse Damadinis bevis)

Sucking Lice (Mazmalopinus eurystermus. Linognathus wiud,
Soleropotps capiiatus)

wres

Sczb and Mites (Choriuples bovis, Psormples ovig and
Cetonts et v, B

For control of el and fice, mix ana can (780 mi} of TAKTICR
EC. in 100 gaiions of waien, lor controi of rmites, mix one can of
TAKTICS E.C. in 50 galions of waler, Use Taktio® solutions
within 8 hours of mixing, Usa up 1o 2 gallons of spray for g fully
grown animal. 1 iS important to wet the animal tharoughly and that
tha spray penatrales to the sikin untd mnraff. For Lone Star Gois,
catle ticks, sucking fice and chowing tee, pariculer antention

————

]

3029344269

ghould be 1o tha lags, axla and gioin areq, liddev, Ll regions
wmmawm For Guif Coast ticka and aar ticks,
treat the head, gars, shouider area and neck with 3 low pressire
sprey. For controd of Sce,’ 2 sacond ysatment 10414 days later i
recommerided, ta kil ice haiching from egox.,

Jpray Oip Machvina:

For opntrol of ticks and fow, mix ane can (780 mi) of TAKTCO EC. i
100 gadons of watar; K control of mAss, mix ona can of TAKTICS
EL. in 5 galions of wates. To control caitle scabies,

shouid ba made as instructed by USDA, APHSS, VS bullethe. Twg
traatmanis 7-10 days st a7e raquired i condrol ¢ate scabies. Use
Takik solutions within 8 hours of mixing. Use up to 2 galions of
spray %or & fuly groven animal. 1t is important $0 wet the snimal
tharoughly and that the spray penetrates (o te skin unl olL

SWINE
MANGE MITE AND LOQUSE (Sarcoples scabied var. suis and
Haemaiapinus suls);
[MPOHTANY

Remova feed from pen and cever drinking bowts. Femowe and
desiroy bedding. Mosa out feces axd sxooss feed. Uta TAKTICS
sofutons within & houra of mixing.

Sprays . .
Mix one can {780 mi) TAXTIC® EC. in 50 gailons of wawr
(oquivalent t0 172 &, cunce per galion of spray sokution), A spriyer
with & coarse nazzia the sofution at 70 do 150 pul is
recommended.  Spray e walls, floor and &y fiings in the pen.
Spray all animais (at the same fims} whather visibly affeciad of not
Spray the amenals untl the mixture funs off, paying paricudar
aiaation 5 treat the jow, legy, inside the ewrs and undersida of the
body. it ia impaortant that the spray peneirates 1 the skin undl un
ofl. A sacond ‘reatment i recommanded 10 break the parasiias’ e
cyclas. Make the application 7-10 days after tha first reaiment for
mia control, and 10-14 days for ica contral,

An gltsmata In spraylng young pigs {pigietsiweanars) i to dip them
in a sulsble-sizad container. Dip 30 animals and then regiace Sp
wagh, Use cip wash b freal premises

Da rat treat animals more tian 4 titses per year,

00 not apply o swine within threie days of siaughter.

0o not use Taldic® EC. at the sdme tma with any oher amitraz
containing product,

INPGRTANT NOTIGE: DISCLAIMER

s TMPORTANT NOTICE: DISCLAMER" belore buying or using. if temma ary
ot Jocopihin, retum at once wnopered.  HOECHST AOUSSEL VET warety
only dut U proded sondorns t the chamical desrialion on the el and is
reazonddly i for e ourpocs siated on e e whan used 11 acoardvos Wity
tha ciecsicens under nowaal condions of use. The wimanty doss aat extend 1o

v use of thiz peadurt cererary o lDe! istucions or under abnanmef sondiions,
o under corcitions ot Mumm‘m

MERCHANTABILITY, tr ne casa shall HOECHEY ROUSSEL VET e kabie lor
consequtal, spacial, indiric? of neidanis! demages resulling bam the uoe o

Terting of it peodet, The fvegoing condiieny of stie aind wisrioty ot be .
viried ondy By an agrogenent in wiking i0ned By a dly authariend rpsntative

o HOECHET ROUSSEL VET.

Tae (avirar) 82 rogiotyred rademurk of Hosct! Rousel Vet G,
The nama and loge HOELHST am rugiisred Wndamasics of HOBECHET AG.

G128 HA Vet
SBAIS0-E58  MADEINCANADA  NET CONYENTS: MOud(tsrf o)

Page 4 of 4
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i UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
¢ WASBHINGTON, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

SEP 2 2 1598

John J. Lauber, Ph.D.

Hoechst Roussel Vet

P.O. Box 2500

Somerville, New Jersey 08876-1258

Dear Dr. Lauber:

Subject: Labeling Requirements for Reregistration
Tactic E.C.
EPA Reg. No. 54382-3
Your submission dated 16 September 1997

The labeling referred to above submitted in connection with reregisiration under Section
4 of the Federal Insecticide, Fungicide, and Rodenticide Act, as amended, has been received and
reviewed, and the following are the Agency’s comments:

1. You must inclade on your labeling the phrase “Contains Petroleum Distillate”,
2. The signal word for this product is DANGER.

3 The precautionary statements should reflect: Corrosive. Causes irreversible eye
damage. Cause skin irritation. Harmful if swallowed or absorbed through skin or
inhaled. Do not get in eyes, on skin or on clothing. Avoid breathing spray mist.
Wear goggles or face shield. Prolonged or frequently repeated skin contact may
cause allergic reaction in some individuals, Wash thoroughly with soap and water
after handling. Remove contaminated clothing and wash clothing before reuse.

4, The Statement of Practical Treatment (SOPT) “First Aid” should be reflected on
the labeling as follows:

5. IF IN EYES: Hold eyelids open and flush with steady, gentle stream of water for
I5 minutes. Get medical attention.

6. IF ON SKIN: Wash with plenty of soap and water. Get medical attention.
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7. IF INHALED: Remove victim to fresh air. 1f not breathing, give artificial
respiration, preferably mouth-to mouth. Get medical attention.

8. IF SWALLOWED: Call a physician or Poison Control Center. Do not induce
vomiting. Drink promptly a large quantity of milk, egg whites, gelatin solution,
or if these are not available, drink large quantities of water. Avoid alcohol.

It is recommended that the proposed labeling should contain a Note to Physicians with
the following guidance:

NOTE TO PHYSICIAN:
The proposed label should contain.
Probable mucosal damage may contraindicate the use of gastric lavage.

May pose an aspiration pneumonia hazard.

The following are some suggested types of information that could be included, if
applicable, in the Note to Physicians:

-technical information on symptomatology;

-use of supportive treatments to mamntain life functions;

-medicine that will counteract the specific physiological effects of the pesticide;
-company telephone number to specific medical personnel who can provide specialized
medical advice.

Should you have any further questions regarding these amendments to your labeling, you
may contact me directly at 703.305.5412.

Sincerely,

/5

Leonard Cole
Insecticide-Rodenticide Branch
Registration Division (7505C)

o1



DP BARCODE: D243389

CASE: 117887 DATA PACKAGE RECORD DATE: 09/11/98
SUBMISSION: S531805 BEAN SHEET Page 1 of 1

% ¥ ¥ CASE/SUBMISSION INFORMATION ¥ #* +*

CASE TYPE: REGISTRATION ACTION: 674 8 MNTH RESP-PROD SPC DATA
RANKING : 0 POINTS ()
CHEMICALS: 106201 Amitraz (ANSI) 12.5000%

ID#: 054382-00003:« TAKTIC E.C.

COMPANY: 054382 HOECHST ROUSSEL VET

PRODUCT MANAGER: 04 TINA LEVINE 703-308-7055 ROOM: CM2 219
PM TEAM REVIEWER: “CP MORAN" 703-308-8590 ROOM: CM2 117 L
RECETIVED DATE: 09/23/97  DUE OUT DATE: 03/22/98

* ¥ * DATA PACKAGE INFORMATION * *
DP BARCODE: 249398 EXPEDITE: N DATE SENT: 09/11/98 DATE RET.: / /7

CHEMICAL: “206201-Amitraz ‘(ANSL)
P TYPE: 001 Submission Related Data Package

CSF: Y LABEL: Y
ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE: 12/10/98
DIV : RD / /7 / /7 NEGOT DATE: /
BRAN: IRB !/ / / / PROJ DATE: / /7
SECT: PM0O4 / 7/ / /7
REVR : / / !/ /
CONTR : / /7 /! /

* * % DATA REVIEW INSTRUCTIONS * * ¥

This product is recommended for reregistratiom upon your
final revie of the label for compliance with the Amitraz
RED, After label review is done, please close this data
package submigsion as well as the 674 submission with a
reregigtration decision and file all pertinent information
in the product jacket.

. Attached:
CSFs
Labels
Product Chemistry review
Acute Toxicity reviews

PRB preliminary label assessment
Correspondence/administrative

* % + DATA PACKAGE EVALUATION ¥ * *
No evaluation is written for this data package

* * % ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * *

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL
240281 TRR/10 10/28/97 01/26/98 Y Y 4
240309 TRB/TOX 10/29/97 11/14/97 Y Y Y
241308 PRB/I0O 12/04/97 03/04/98 Y ) 4 Y
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20480

OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

MEMORANDUM:

Date;

Subject:

From:

To:

Applicant:

February 9, 1998

Data review of product TAKTIC EC for acute eye irritation (81-4), and
dermal sensitization (81-6)
EPA Reg. No.: 54382.3

MRID Nos.: 44388508, 44388510 Q9/ Q%
DP Barcode: D242206 x A\qj\

c oA .
Hari Mukhoty, DVM, PhD (Secondary review by Ian Blackwell) ’:‘; {@/ ; (/é}
Product Reregistration Branch (PRB) A
Special Review and Reregistration Division {(SRRD), Mail Code: 7508W

C.P. Moran, CRM
PRB, SRRD, Mail Code: 7508W

Hoechst Roussel Vet
P.O. Box 4913

30 Independence Blvd.
Warren, NJ 07059

FORMULATION FROM LABEL:

Active Ingredient: % by wt.

Recyciad/Recycinbis « Frinled wah Vegelahlo Ol Based inks on 100% Recycied Peper (40% Posiconauma)

I % 14| 1 s v S SN 12.9
Inert Ingredients.....ccoeeivnriivirveinrernserrancnsese 87.1
P X+ 4 | U 100.0
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BACKGROUND:

Hoecht Roussel Vet has submitted data on primary eye irritation and dermal
sensitization studies for Amitraz-based insecticide product with the trade name TAKTIC EC.
The company is asking the Agency to evaluate the studies as to their acceptability in satisfying
the 81-4, and 81-6 data requirements for reregistration. The data for the remaining four acute
toxicity studies are currently being reviewed by the contractor on Bean Sheet No, D240309.
This is a 6 (@) (2) review for primary eye irritation and dermal sensitization effects of
TAKTIC EC (ISB/IRSD Request for 6 (a) (2) screen document dated October 23,1997).

o RECOMMENDATION:
Studies submitted for acute eye irritation and dermal sensitization are acceptable.

The acute toxicity profile for product Reg. No. 54382-3 is currently:

Primary eye irritation I Acceptable
Dermal sensitization Sensitizer Acceptable
LABELING:

Labeling shall be provided when review of the remaining 4 acute toxicity studies is

. complete.

o4



DATA REVIEW FOR DERMAL SENSITIZATION TESTING (Series 81-6 / 870.2600)

Product Manager: Tina Levine, 4 Reviewer: Hari Mukhoty
MRID No.: 44388510 Study completion date: August 28,1997
Report No.: 96-0029

Testing Labomatory: Springbomn Laboratories, Inc,
Author: Deborah A, Douds

Quality Assurance (40 CFR Part 160.12): included

Test Material: Taktic BE.C., EPA Reg. No.: 54382-3 (yellow liquid)
Positive contro! material; DNCB

Species: Hartley albino guinea pigs
Weight; 332-433 grams. Age: not provided
Source: Harlan Sprague Dawley, Inc.

Method: Modified Buehier method
Summary:
1. This product is a dermal sensitizer.

2. Classification: acceptable

PROCEDURE & RESULTS:

Two range-finding tests were conducted, and each test used four (2 males & 2 females)
young adult guinea pigs. The first test used test material at concentrations of 25 %, 50%,
75%, and 100% w/v in deionized water, and ail the animals showed severe dermal irritation
ranging from redness to edema. Therefore, a second test was performed with lower
concentrations (5%, 10%, 15%, and 20% w/v in deionized water) of the test material. In the
second test, only few animals showed slight redness of the skin.

For induction study, ten animals were topically treated with 0.3 mL of 50% w/v of the
test material in deionized water, once per week, for three consecutive weeks, Following a
two-week rest period, a challenge test was performed with 10 test-material induced animals
and ten previously untreated challenge control guinea pigs. These animals were exposed with
0.3mi of 20% solution of test material for 6 hours. Irritation responses were scored
approximately 24 and 48 hours after treatment in all three phases of both induction and
challenge tests, Dermal irritation ranging from redness (slight patchy & confluent, moderate
patchy & confluent) to edema was noticeable in most animals in all induction phases.
Following challenge, redness (dermal scores: 1 to 2- slight patchy, slight confluent, moderate
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patchy, moderate confluent) and slight edema were noted in some animals at the 24 and 48
hour scoring interval. Group mean dermal scores were noted to be higher in the test animals
as compared with the challenge control animals.

DNCB control group received 0.3 mL of 0.1% w/v DNCB in acetone/ethanol for
induction and 0.1% and 0.05% w/v DNCB in acetone/ethanol for challenge. Following
challenge, 10/10 DNCB test animals were noted to have a substantially stronger dermal
response than was observed in the corresponding DNCB control animals.

CONCLUSION:

(a). The test product produced various degrees of dermal reaction during the induction
phase (slight patchy & confluent redness, moderate patchy &confluent erythema, very slight to
slight edema with edges area well defined by definite raising)

(b). Dermal sensitization reactions, ranging from redness to edema, were observed
following challenge with the test substance. Group mean dermal scores were noted to be
higher in the test animals as compared with the challenge control animals.

(c). DNCB positive control animals showed dermal reactions following each of the
inductions; and positive responses occurred after challenge. Following challenge with DNCB,
10/10 DNCB test animals were noted to have a substantially stronger dermal response than was
observed in the corresponding DNCB control animals.

The dermal reaction observed in this study adequately demonstrate that test product,
Reg. No.54382-3, is a contact sensitizer in guinea pig. This study is classified as acceptable.
This study (MRID 44388510) satisfy the 81-6 data requirement for the above referenced

product.
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RESULTS:

(number “positive”/number tested)
Hours Days
| OBSERVATIONS 1 24 48 72 7 10 14 21
Comeal Opacity 6/6 6/6 5/6 5/6 |5/6 3/6 2/6 2/6
Iris 6/6 5/6 4/6 4/6 | 2/6 2/6 1/6 1/6
Conjunctivae
Redness 6/6 6/6 6/6 6/6 3/6 1/6 1/6 1/6
Chemosis 6/6 6/6 5/6 5/6 2/6 1/6 1/6 1/6
6/6 6/6 4/6 2/6 0/6 0/6 0/6 0/6
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ACUTE TOX ONE-LINER

1. PC CODE: 106201

2, CURRENT DATE: February 9, 1998

3. TEST MATERIAL: . TAKTIC E.C. (Amitraz 12.9%) EPA Reg. No. 054382-3

Data for acute oral, dermal, inhalation toxicity, and skin irritation are currently being

éeviewed by the contractor.

Lab. Inc. /96-0025/ 3-7-97

MRID # | Results Tox. | Core
Study/Species/ Cat. | Grade
Lab/Study#/Date
acute oral toxicity 1.D,, males mg/kg
females mg/kg
combined mg/kg
acute dermal toxicity 1Dy, >2000 mg/kg
i limit test
acute inhalation toxicity/ LCy, males mg/L
females mg/L
combined mg/L
primary eye 44388508 | Corneal opacity resolved in 4/6 by | I A
|| irritation/rabbit/Springbom day 14, Iritis resolved in 5/6 by
Lab. Inc./96-0027/2-21-97 day 14. Redness, chemosis &
discharge at 1hr on 6/6 continued
past 72 hours.
primary dermal irritation/
skin 44388510 dermal sensitizer @ | - A
sensitization/rabbit/Springbom

e e T e e

Core Grade Key:
A. = Acceptable

S = Supplementary (upgradeable)

U = Unacceptable
V = gelf-Validated
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DATA REVIEW FOR PRIMARY EYE IRRITATION TESTING (Series 81-4, 870.2400)

Product Manager: Tina Levine, 4 Reviewer: Hari Mukhoty
MRID No.: 44388508 Study completion date: August 28, 1997
Report No.: 96-0027

Testing Laboratory: Springborn Laboratories, Inc,
Author: Deborah A, Douds

Quality Assurance (40 CFR Part 160.12): included

Test Material: Taktic E.C., EPA Reg. No.: 54382-3 (yellow liquid)
Dosage: 0.1 mL

Species: New Zealand White rabbits.
Weight: 332-433 grams. Age: not provided.
Source: Myrtle’s Rabbitry
Summary:
1. Toxicity Category: I
2. Classification: acceptable
PROCEDURE AND OBSERVATION:
The eyes were macroscopically examined with the aid of an auxiliary light source for
signs of irnitation at 1, 24, 48, and 72 hours and up to 21 days after dosing according to the
Ocular Grading Systemn which is based on Draize. Fluorescein examination was also done to

check the affected eyes. Some animals vocalized following dosing, and hair loss was noticed
in few animals around and under the right eye.
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G2y UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
) .

i"&% WASHINGTON, D.C. 20480
" mﬁ OFFICE OF
FREVENTION, FESTICIDES
AND TOXIC SUBSTANCES
June 12, 1998
MEMORANDUM:
Subject: EPA Reg. No.: 54382-03/Taktic BE.C.
DP Barcode: D246167
Case No.: 0234
From: Marianne Lewis, Biologist
Product Reregistration Branch
Special Review and Reregistration Division (7508W)
To: C.P.Moran, CRM

Product Reregistration Branch
Special Review and Reregistration Division (7508W)

Applicant:  Hoechst Roussel Vet
P.O.Box 4915
30 Independence Bivd.
Warren, NI 07059

FORMULATION FROM EPA Reg. No. 54382-03 LABEL:

. . % by wi.,
Active Ingredient(s):
Amitraz (N’-(2,3-dimethylphenyl)-N-[[2,3-dimethylphenyl)imino]
methyl]-N-methylmethanimidamide) .....ooovviniiiiiiiiiiiiiinn, 12.5%
) §1723 61 1724021 vt 11£ ) OO TP UTPIN 87.5%
Total 100.0%
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BACKGROUND: In the 8 month response to the Amitraz RED the registrant has submitted
acute toxicity studies to support the reregistration of their product, EPA Reg. No. 54382-03,
The MRID’s are as follows: 4438850-05 (81-1), 443885-06 (81-2), 443885-07 (81-3),
443885-08 (81-4), 443885-09 (81-5), 443885-10 (81-6). The studies were conducted by
Springborn Laboratories, Inc. The material used in the studies was Taktic B,C. Miticide
Insecticide, EPA Reg. No, 54382-03. Four (81-1, 81-2, 81-3, 81-5) of the acute toxicity
studies were reviewed for PRB by Oak Ridge National Laboratory, an EPA contractor, The
primary eye irritation study (81-4) and the skin sensitization study (81-6) were reviewed and
accepted by PRB/SRRD, 2/12/98. The four (81-1, 81-2, 81-3, 81-5) studies reviewed are
acceptable to support the reregistration of EPA Reg. No. 54382-03.

RECOMMENDATIONS: All of the submitted acute toxicity studies are acceptable to support
the reregistration of EPA Reg. No. 54382-03.

The procedural deviations found are discussed here:

Acute Inhalation Study (81-3): At the 2.07 mg/L dose the oxygen content of the exposure
chamber was inadequate. From the data given in the study the mean air flow rate (L/min) for
the 2.07 mg/L exposure was 5,98 L/min. This indicates that it would take approximately
16.72 minutes to replace the air in the chamber and for each hour during the exposure the air
would be replaced only 3.59 times. The Guidelines indicate that the air in the chamber must
be changed a minimum of 10 times per hour. This ensures that there is an adequate oxygen
content of at least 19% in the chamber during the exposure and that the test atmosphere is
evenly distributed throughout the chamber. The two doses used were not sufficient to
determine the LC,,. However, the 2 doses bracket the Toxicity Category III so the Agency
will classify this product as Toxicity Category III, Therefore, the number of air changes in the
exposure chamber is a minor deviation and will not affect the outcome of the classification of
this product.

The acute toxicity profile for EPA Reg. No. 54382-03 is cumrently:

Acute Oral 114 Acceptable
Acute Dermal 111 Acceptable
Acute Inhalation I Acceptable
Primary Bye I Acceptable
Primary Dermal o Acceptable
Skin Sensitization skin sensitizer Acceptable

61



LABELING:

ID#: 054382-00003 TAKTIC E.C.

RESTRICTED USE CLASSIFICATION RECOMMENDED:
Due to eye irritation toxicity category.

The PM Team should decide if restricted use classification is necessary or if alternative
labeling will allay the requirement for restricted use classification.

INGREDIENT LABELING:

Contains Petroleum Distillate.
SIGNAL WORD: DANGER
PRECAUTIONARY STATEMENTS:

Corrosive, Causes irreversible eye damage. Causes skin irritation. Harmful if
swallowed or absorbed through skin or inhaled. Do not get in eyes, on skin or on
clothing. Avoid breathing spray mist. Wear goggles or face shield. Prolonged or
frequently repeated skin contact may cause allergic reaction in some individuals. Wash
thoroughty with soap and water after handling. Remove contaminated clothing and
wash clothing before reuse.

STATEMENT OF PRACTICAL TREATMENT (SOPT) “FIRST AID™:

© IR SWALLOWED: Call a physician or Poison Control Center. Do not induce
; . vomiting, Drink promptly a large quantity of milk, egg whites, gelatin solution, or if
g | these are not available, drink large quantities of water. Avoid alcohol.

: M ON SKIN: Wash with plenty of soap and water. Get medical attention.
IF INHALED: Remove victim to fresh air. If not breathing, give artificial respiration,
preferably mouth-to-mouth. Get medical attention.

“LIRIN EYES: Hold eyelids open and flush with steady, gentle stream of water for 15
minutes. Get medical attention.
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PRB recommends that the proposed label should contain a Note to Physicians with the
following guidance:

NOTE TO PHYSICIAN:
The proposed label should contain.
Probable mucosal damage may contraindicate the use of gastric lavage.

May pose an aspiration pneumeonia hazard.

Note to CRM/PM/Registrant:

Here are some suggested types of information that could be included, if applicable, in the Note
to Physicians:

- technical information on symptomatology;

- use of supportive treatments to maintain life functions;

- medicine that will counteract the specific physiological effects of the pesticide;

- company telephone number to specific medical personnel who can provide specialized
medical advice.
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DATA REVIEW FOR ACUTE ORAL TOXICITY (§81-1, 870.1100)

Product Manager: Tina Levine, 04
MRID No.: 443885-05

Reviewer: Marianne Lewis
Study Completion Date: 8/28/97
Report No.: 3207.31

Testing Factlity: Springborn Laboratories
Author: D.Douds

Quality Assurance (40 CFR §160.12); Included
Test Materiai: Taktic B.C Miticide Insecticide, EPA Reg. No. 54382-3, yellow liquid

Species: Sprague-Dawley Crl:CDPBR VAF/Plus® Rat
Age: young adult

Weight: males = 245-299 g; females = 213-272 g

Source: Charles River Laboratories

Conclusion:

1. LD, (mg/kg): males = 3194.8 mg/kg (2615.3-3902.7 mg/kg)
females = 2417.0 mg/kg (1984.5-2943.6 mg/kg)
combined = 2837.2 mg/kg (2461.6-3270.2 mg/kg)

2. Tox, Category: Il Classification: Acceptable

Procedure (Deviations from §81-1): none

Results:
Number Deaths/Number Tested
Dosage (mg/kg) Males Females Combined
2000 o/5 1/5 1/10
3500 3/5 5/5 8/10
5000 5/5 5/5 10/10
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Observations:

Dosage_mglkg Time of Death | Observations
2000 1/10 on day 2 reduced feces, rough coat, dehydration, urine stain,
dark material around eyes/nose, decreased activity,
piloerection, hunched posture, no feces, low food
consumption, lacrimation, slow breathing, prostration,
cool to touch, hairloss, corneal opacity, distended
abdomen, and fecal material in mouth

3500 2/10 on day 1 decreased activity, piloerection, low food consumption,

1/10 on day 2 slow/shallow/labored breathing, reduced/no feces, dark

3/10 on day 3 material around eyes/nose/mouth, lacrimation,

2/10 on day 4 dehydration, urine/fecal stain, cool to touch, wobbly
gait, prostration, hunched posture, rough coat, tremors

5000 3/10 on day 1 decreased activity, slow/shallow/labored breathing,

1/10 on day 2 lacrimation, prostration, cool to touch, piloerection,
3/10 on day 3 urine/fecal stain, dark material around eyes/mouth/
2/10 on day 4 nose, rough coat, hunched posture, low food

1/10 on day 7 consumption, reduced/no feces, corneal opagity, eyelids

partially closed, hairloss around eyes, dehydration,
| cyanosis
Gross Necropsy:
Dose mg/kg | Gross necropsy observations

2000 Of the survivors; 1 had thickening of mucosa & white rzised areas on
stomach, 2 had hairloss, 2 had adhesion within abdominal cavity, The one
animal that died had abnormal contents of the small intestine/stomach/
urinary bladder and the hair coat was wet & matted.

3500 Hairloss was noted in the two animals that survived the study. The animals
that died during the study had: abnormal contents of the small
intestine/stomach, mottled/dark red Jungs, dilated kidney, pale liver,
reddened mucosa of stomach, stained stomach mucosa, dark red
thymus/throid, abnormal bladder content, dark material on haircoat, wet
matted haircoat.

5600 In all test animals at this dose: abnormal contents in small intestine/stomach,
mottled/reddened lungs, mottled kidneys, mottled liver, reddened mucosa of i
stomach, dark red foci on thymus, dark red thyroid, smalier than usuval
thymus, dark material on haircoat, wet matted haircoat, dried material
matted on haircoat, _— ——
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DATA REVIEW FOR ACUTE DERMAIL TOXICITY (§81-2, 870.1100)

Product Manager: Tina Levine, 04 Reviewer: Marianne Lewis

MRID No.: 44388506 Study Completion Date: 8/28/97
Report No.: 3207.32

Testing Laboratory: Springborn Laboratories, Inc.
Author: D.Douds

Quality Assurance (40 CFR § 160.12): Included

Test Material: Taktic E.C Miticide Insecticide, EPA Reg. No. 54382-3, yellow liquid
Species: New Zealand White Rabbit
Weight: males = 2496-2679 g; females = 2344-2618 g

Age: adult
Source: Myrtle’s Rabbitry

Summary:
1. LD, (mg/kg): males: >2000 mg/kg
females: > 2000 mg/kg
combined: >2000 mg/kg
2. Tox. Category: IO Classification: Acceptable

Procedure (Deviations From §81-2): none

Resulis: Reported Mortslity
(number deaths/number tested) H
DOSAGE (wg/kg) Males Females Combined

2000 0/5 0/5 0/10

Observations: Al test animals were unwilling to lift their head from the cage grate unless
stimulated. This reaction cleared by the 24 hour observation in all test animals. Other clinical
signs iocluded: slow/labored breathing, decreased activity, protruding penis, dilation of vessels
in ears, tremors, reduced feces, softs stools, fecal staining, nystagmus, low food consumption,
fasciculation, eyelids appeared red and partially closed, animals were cool to touch, dark
material around the nose/mouth. These signe cleared in all test animals by day 6. One animal
had soft/mucoid stools and fecal staining from day 6 until the end of the study (day 14).

The dermal irritation seen in all test animals throughout the study included: superficial
lightening and blanching of up to 50% of the test area, formation of eschar for more than 50%
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of test area, desquamation, very shight to moderate/severe erythema and very slight to slight
edema, Fissuring was observed in one animal,

Gross Necropsy Findings: One animat had clear fiuid filled cysts on the oviduct, however,
this is a common observation in this strain of rabbit. Overall, there were no significant
changes observed.
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DATA REVIEW FOR ACUTE INHALATION TOXICITY TESTING (§81-3, 870.1300)
Product Manager: Tina Levine, 04 Reviewer: Marianne Iewis

MRID No.: 443885-07 Study Completion Date: 8/28/97
Report No.: 3207.33

Testing Laboratory: Springbom Laboratories, Inc.
Author: D.Douds

Quality Assurance (40 CFR $160.12): Included
Test Material: Taktic E.C.Miticide Insecticide, EPA Reg. No. 54382-3, yellow liquid
Species: Sprague-Dawley Crl: CD®BR VAF/Plus® Rat
Weight: males = 253-289 g; females = 221-256 g
Age: young adult
Source: Charles River Laboratories, Inc.

Summary:

1. The estimated L.C,, (mg/L) is > 0.5% mg/L

2. MMAD (0.55 mg/L): 2.0 um GSD (0.55 mg/L): 1.8 um
MMAD (2.07 mg/L): 2.3 um GSD (2.07 mg/L): 1.9 pm
3. Tox. Category: I Classification: Acceptable
Procedure (Deviation From §81-3):

¢ at 2,07 mg/L exposure there were less than 10 air changes/hour

Results: Reported Mortality
r (Number Deaths/Number Tested)
Exposure Conwn:aﬁon Males Females Combined
0.55 mg/L 0/5 0/5 0/10
515 515 010 |

The doses used were not sufficient to determine the L.C,,. However, the two doses bracket the

Toxicity Category III and enough information was available in this study to determine the
Toxicity Category.
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u P——— S
I Dose Level MMAD GSD % particles
. <4.0 um
0.55 mg/L 2.0 um 1.8 um 89%
2.07 mg/L 2.3 um 1.9 um 80%
mDose levels
Environment 0.55 mg/L, 2.07 mg/L
Chamber Volume 100 liters 100 liters ﬂ
Airflow 159.29 Ipm 5.98 Ipm
Temperature (°F) 68.1-70.0 68.0-69.4 ﬂ
Relative Humidity (%) 8.6-24.1 13.5-23.0 ﬂ

Clinical Observations: At 0.55 mg/L., clinical signs noted in aif test animals were as follows;
decreased activity, wobbly gait, congested/shatlow/labored breathing, rales, reduced feces,
unkempt appearance, rough coat, dark material around the nose/mouth, salivation, hairloss,
comneal opacity, low food consumption, hunched posture, exopthalmus, urine stains, and a
raised area on one animal’s abdominal region.

At 2.07 mg/1,, clinical signs noted in all test animals were as follows: decreased activity,
wobbly gait, congested/shaliow/labored breathing, gasping, few feces, urine stain, unkempt
appearance, dehydration, ocular discharge, corneal opacity, constricted pupil, exopthalmus,
dark material around nose/mouth, nasal discharge, and low food consumption.

Gross Necropsy Findings: In the 0.55 mg/L group, one survivor had a clear fluid filled cyst
found on the right kidney, otherwise there were no significant changes observed.

In the 2,07 mg/L, group the following changes were noted: bilateral opacity, lungs dark red,
stomach with abnormal contents, black granduiar mucosa of the stomach, abnormal contents of
the small intestine (black/greenish/tan/brown mucoid), liver mottled/pale.
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DATA REVIEW FOR SKIN IRRITATION TESTING (§81-5, 870.2500)

Product Manager: Tina Levine, 04 Reviewer: Marianne Lewis
MRID Ne.: 443885-09 Study Completion Date; 8/28/97
Report No.: 3207.35

Testing Laboratory: Springborn Laboratories, Inc.
Author: D.Douds

Quality Assurance (40 CFR §160.12): Included
Test Material: Taktic E.C.Miticide Insecticide, EPA Reg. No. §4382-3, yellow liquid

Dosage: 0.8 m]

Species: New Zealand White Rabbit
Age: aduplt
Sex: 6 females

Weight: 2272-2434 g

Source: Myrile's Rabbitry

Summary:
1. Toxicity Category: II 2. Classification: Acceptable
Procedure (Deviations From §81-5): none

Results: At 1 hour 5/6 had moderate to severe erythema and 1/6 had very slight erythema.

At 72 hours 3/6 had moderate to severe and 3/6 had well defined erythema. At 7 days 4/6 had
well defined and 2/6 had very slight erythema. Very slight to slight edema was noted in all
animals from 1 bour post-exposure to day 7, clearing in all by 10 days. At day 14 3/6 cleared
all erythema/edema, 3/6 had well defined to very slight erythema, and 1/6 had very slight
edema. Desquamation was seen in all from day 7 until the end of the study. In 2 animals
eschar formation was observed (clearing by day 10) and in 2/6 test animals grade 1 blanching
& grade 1 superficiai lightening was observed (clearing by day 7).
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ACUTE TOX ONE-LINER

1. PC CODE: 106201

2. CURRENT DATE: June 12, 1998

3. TEST MATERIAL: Takiic B,C Miticide Insecticide, EPA Reg. No. 54382-3,

amitraz:12.5%

Study/Species/ MRID # | Results Tox. | Core
Lab/Study#/Date Cat. | Grade
acute oral toxicity/rat/ 44388505 | LDy, males = 3195 mg/kg 11§ A
Springbom Labs./3207.31/ females = 2417 mg/kg
8-28-97 combined = 2837 mg/kg
acute dermal toxicity/rabbit/ 44388506 | LDy, >2000 mg/kg 1)1 A
Springborn Labs./3207.32/
8-28-97
acute inhalation toxicity/rat/ 44388507 | estimated 1.C,, is >0.55 mg/L 164 A
Springborm Labs./3207.33/
§-28-97
primary dermal irritation/ 44388509 | At 1 hr, 5/6 had moderate/severe & | I A
rabbit/Springborn Labs./ 1/6 had very slight erythema. At 72
3207.35/8-28-97 hrs. 3/6 had moderate/severe

erythema & 3/6 had well defined

erythema. At 7 days 4/6 had well

defined and 2/6 had very slight

erythema. Very slight to slight

edema in all from 1 hr. to day 7.

Edema cleared in all by day 10.

Desquamation seen in all from day

7 until end of study. Eschar

formation, blanching, and

superficial lightening also present.

Core Grade Key:

A = Acceptable

S = Supplementary {upgradeable)

U = Unacceptable
V = self-Validated
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NOTE TO FILE:

There are a few alterations made to the contractor’s review of EPA Reg. No. §4382-03, which
include: 1) the observations in all studies were reworded, 2) added deviation to acute
inhalation study, 3) changed toxicity category for the primary dermal irritation study.
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DATE OUT: 30/JAN/1998

SUBJECT: FRODUCT CHEMISTRY REVIEW OF Mamufacturing-Use Productfl, End Usze Product|x}

BARCODE No.. DZillQﬂ.. EPA RECEIVED DATE: 23/SEP{97 _ REG./File Symbol No.: 34382-3
: 438 443885-03 PRODUCT NAME: Taktic E. (.

COMPANY NAME HQQQIJS&BQK&&&LX&I; Action Code: 674

FROM: Paul Horng, Chemist nf?&/c@ #@‘?
Product Chemistry Tea

PRB/SRRD (7508W)
TO: C. P. Moran, CRM
Product Reregistration Branch
PRB/SRRD (7508W)
INTRODUCTION:

With this submission, the applicant, Hoechst Roussel Vet, provided the product chemistry data, CSF, a basic
formulation dated 9/SEP/97, a draft label received by the Agency on 23/SEP/97, requesting FIFRA Section
4 reregistration of end-use product Taktic B.C. Reg. No. 54382-3.

EINDINGS:

1, A Reregistration Eligibility Decision (RED), Case # 0234, was issued in November 22, 1996 for the
Technical Grade Active Ingredient (TGAI) amitraz, The generic data base gupporting the reregistration
of amitraz has been reviewed and determined to be substantially complete. No data gaps are cited.

2. The submitted product chemistry data (MRIDs 443885-01, -02, and -03) satisfy the data requirements for
Guideline Series 61, 62, and 63 (or OPPTS Series 830 Product Properties Test Guidelines). The data are
in compliance with 40 CFR 158.155 to 158.190 for reregistration of this end-use product.

3. The submitted CSF, a basic formulation dated 29/SEP/97, is acceptable, All the active and inert ingredients
claimed in the CSF are cleared for use in pesticide formulation.

4. Except for the minor revision required for the label, the ingredient statement, the physical/chemical
hazard statement, and the storage and disposal statement on the draft label satisfy the requirements of 40
CFR 156.10.

? - Because amitraz is classified as a “Group C” carcinogen, the Reregistration Eligibility Decision (RED) of
amitraz required product’s label for the end-use product must be revised to comply with the handler
personal protective equipments, To prevent the confact with amitraz from the drifis of fivestock spray and
splashes from the dipped-animals, the addifion of * wear chemical-resistant headgear for overhead
exposure” in the paragraph of PPE on product’s label is required.

RECOMMENDATION:

The registeant has satisfied the product chemistry data requirements. Once the revision of the label is made,
we will have no objection to reregistration of the end-use product, Taktic E,.C,, Reg. No. 54382-3,
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PRODUCT NAME: TAKTIC E. C., REG. No. 54382-3

Group A: Series 830-Product Identity, Compaosition, and Apalysis (40 CFR 158.155, .160, .165, .170,
178, and .180).

830-1550 Progduct Identity and Composition
Refer to CSF,

830-1600

830-1650

830-1670

Refer to Confidential Appendix A.

830-1700 Preliminary Analysis
Refer to Confidential Appendix A.

830-1750 Cenified Limits
Refer to Confidential Appendix A.

830-1800 Enforcement of Analytical Method

The Anslytical Method (NA-AG0) is a Gas Chromatography (GC) method with squalene as an
internal standard. The method was validated for use in Subdivision D Product Chemistry studies
with Taktic EC. BExcellent accuracy and precision were demonstrated. An overall recovery of
100.0% was obtained for the nine formulation replicates ranging in concentration from 9.95% to
14.9% (wt./wt.} with a standard deviation of 0,725%. The analytical method is determined as
adequate and support the reregisiration of the end-use product.
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Group B: Series 830- Physical and Chemical Properties (40 CFR 158.190)

MRID: 443885-03
GUIDELINE REFERENCE VALUE OR QUALITATIVE DESCRIPTION
NO.(GRN)/TITLE METHOD(S) USED WHERE APPLICABLE AND
830- REFERENCES
I

6302 Color Not required as per PR Notice 92-5.

-6303 Physical States Clear liquid,

6304 Odor Not reguired as per PR Notice 92-5,

-6314 Oxidation/Reduction: The product did not show significant oxidizing or reducing

Chemical Incompatibility action with the water, zinc, NHH,PO,, KMnQO, and

furpenting,

-6315 Flammability/
Flame Extension

Flash point 40.2 £ 0.9°C by Pensky-Martens closed cup test.

6316 Explodasbility

N/A, product does not possess explosive potential,

-6317 Storage Stability of the
Product

No significant change in concentration after 3 month of
storage at 40°C.

6319 Miscibility

N/A, this product is not intended to be diluted with
petroleum distillates.

-6320 Corrosion Not corrosive to the electrolytic tin plate in a 7-days test
Characteristics at 40 3 1°C.
6321 Diclectric N/A, product is not to be used arcund electrical equipment.
Breakdown Voltage
7000 pH 8.54 4 0.09 for 1% by volume of test substance at 23.03 &+
0.15°C.
-7100  Viscosity 4.7 £ 0.0 cp at 60 rpm and 4.44 + 0.0 cp at 100 rpm at

255 £ 0.1°C.

-7300 Density/Relative
Density/ Bulk Density

Density 0.9146+ 0.0001 g/em® a1 24.9 + 0.2°C.
Bulk density 7.5 lbs !_91

N/A: not applicable,
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*Manufacturing process information may be entitled to confidential treatment*

830-1670

830-1700 imi is.
Five batches of Taktic EC were amalyzed in triplicate for the active ingredient amitraz using the
Enforcement Analytical Method, the results indicated the mean amitrax concentrations are 12,34
0.00%, 12.54 0.12%, 12.4 4. 0.17%, 12.4 + 0.06%, and 13.0 + 0.10%. The overall recovery
for the fortification samples was 102%, with an overall standard deviation of 0.814%, and
precision of 0.798%. No interferences were noted during the analysis.
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*Inert ingredient information may be entitled to confidential treatment*

830-1750 Certified Limits.
Amitraz: nominal, 12.50%;

Paul Homyg: Centrat File { Reg. No. $4382-3).
7508w SRR PRB:CE-1: p.h.: 1/20/98:703-308-8053: < S4382.3 >
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£
i % UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
o WASHINGTON, D.C. 20460

OFFICE OF

FREVENTION, PESTICIDES
ANO TOXIC BUBSTANCES

9/9/98
MEMORANDUM:
Subject: Tactic ® B.C.
EPA Reg. 54382-03
Re: PRB Preliminary Label assessment
From: John L. Dupuy Ph.D / ﬁ/ 7 / &f

Product Reregistration #ranch
Special Review and Reregistration Division (7508W)

Through Lawrence Schnaubelt [M S}M 9//6/? &

Product Reregistration Branch
Special Review and Reregistration Division (7508W)

To: Tina Levine
Branch Chief
Registration Division (7505C)
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BACKGROUND: Hoechst Roussel Vet has submitted 5 copies of draft labeling for the subject
product in its 8 month response to the Amitraz RED. PRB has completed a preliminary
assessment of the draft labeling. In its assessment, PRB has considered the following: 1)
Labeling requirements specified in the Amitraz RED; 2) Labeling specified or required in the
Product Chemistry and Acute Toxicity Reviews for the subject product; and 3) Labeling
requirements as specified in 40 CFR Part 156.10 and associated labeling policy documeants
such as the Label Review Manual or Pesticide Regulation Notices (PRNs). In addition, PRB
has included recommendations to improve the comprehension and consistency of all product
labels. A copy of this assessment may be accessed electronically on the Lan through the
Q:Drive in Word Perfect. The path is g:\prb\label\054382\003.

NOTE: This preliminary assessment contains recommendations intended to assist Product
Managers in their final review of the pesticide label. Product Managers are encouraged to use
all or portions of this assessment and then apply their own knowledge of the subject product
and the product’s regulatory history (including comparison with existing stamped accepted
labeling} to conduct a final review of the label. It is the responsibility of the PM to attain the
necessary label improvements required for final product reregistration.

SUMMARY OF FINDINGS:
I RED Risk Mitigation:

The subject product label does not contain risk mitigation labeling requirements as
specified in the RED.

% The baseline PPE must be modified.

* The statement “Follow manufacture’s instructions etc.” should be placed directly
below the PPE.

Refer to Appendix I and III for further details.

H Technical Review Requirements:
Product Chemistry: Based on the Product Chemistry Review by Paul Horng, dated
January 30, 1998, the Physical and Chemical Hazards and Storage and Disposal
statements cited on the product label are acceptable. The Ingredients labeling must be
modified as specified in the Acute Toxicity Review and in Appendix .

Acute Toxicity: Based on the Acute Toxicity Review by Marianne Lewis dated June
12,1998, the following changes are required:

* Ingredient labeling must be modified as specified in Appendix 1.

2
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* The statements appearing under “Statement of Practical Treatment”must be
modified as specified in Appendix I

* The statements appearing under “Hazards to Humans and Domestic Animals™ must
be modified as specified in Appendix I.

* Restricted Use Classification Recommended: Due to eye irritation toxic category 1.

Refer to Appendix I for further details.

IIi  Other Labeling Requirements:

The subject product contains the required labeling as specified by 40 CFR Part 156.10,
PR Notices and the Label Review Manual except for the following statement.

% The Statement “Do not apply this product......etc.” must be placed in the Directions
for Use. See Appendix I for further details.

Directions for Use:

For purposes of clarity and consistency, PRB recommends that the Registrant
make the following changes:

* The Storage and Disposal text should be enclosed in a box and must be placed under
Directions for Use,

* A sub-title, General Instructions and Information should be placed below the Storage
and Disposal box,

* 'The Directions for Application should be in a Table Format.

See Appendix I, I, and I for further details.

RECOMMENDATIONS:

The subject product label conforms with the RED, Technical Review and Agency label
policies except for the comments specified above, and below in Appeadices I, II and
1.
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Appendix I For the Product Label Tactic ® E.C. EPA Reg.No0.54382-03

PRB Label Analysis

Reatricted Use Pesticide
Pesticide, Refer to Attachment 2, The PM should coneider and
decide whether this is a Restricted Use Labol based on the Acute
Toxicity studiea(Primary Bye, Toxicity Catogory I) and Attachment
2.

Product Name X

Company Name and X

Information

. Hentification Numbers X

Ingradients Statement X The statement “This product contains xylene-rangs solvents” must be
replaced with “Contains Petroleum Distillate.”

(KGROC) X

Signal Word X
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.1

First Aid The “Statement of Practical Treatment™ or First Aid and its text
should be placed directly under the heading Precautionary

Statements. The Statement of Practice] Treatment must be revised as

folows:

* IF IN EYES: Hold eyelids open and flush with steady,
gentle stream of water for 15 minutes. Get madical
attention.

® IF ON SKIN: Wash with plenty of soap and water. Get
medical attention.

# IF SWALLOWED: Call a physician or Poison Control
Centor. Do not induce vomiting. Drink promptly s large
quantity milk, eggwhites, gelatin zolution, or if thess are not
available, drink [arge quantities of water. Get medical
attention.

* IF INHALED: Remove victim to fresh air. If not
breathing, give artificial respiration, praferably mouth-to-
month. Get medical attention.

NOTE TO PHYSICIAN:

The proposed label should contain:

Probable mucosal damage may contraindicate

the use of gastric lavage.

May pose an aspiration pouemonia harard.
Hazards to Human and
Domsstic Animals
Precautionary Statements The Precustionary Statements must bs changed to read 2a follows:

Corrosive. Causes itroversuble oye damage. Causes skin irritation,
Harmful if swallowed or sbsorbed through the ekin or inhaled. Da
not get in eyes, on skin or on clothing, Avoid breathing spray mist.
Wear goggles or face shield. Prolonged or frequently repeated skin
contact may cause allergic reaction in soms individuals. Wasgh
thoroughly with eoap and water after handling, Remove
contaminated cloathing and wash clothing before reuss.
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PPE

The PPE must be changed to read as followa:

Applicators and other handlers must weay:

¢ Chemical-resistant apron over long-sleaved shirt and long pants

* Chemical-resistant foctwear plus socks

* Chemical-resistant gloves

¥ Chemical-resistant headgear for overhead sxposure

* Chemical-resistant apron when cleaning equipment, mixing, or
loading.

Refer to the Red(Chapter 5) and Attachment 1

Thoe statements “Do not apply this product.....area during
application™ must be moved end should be placed directly under the
atatoment :

“It is & Violation of Federal.....” in the Directions for Usa, Refer
to Appendix Ii.

The statements “For livestock epray....... well-ventilated arean.”
should be moved to the Directions For Use and placed direcily
under Gensral Precautions and Restrictions under the sub-header
General Instructions and Information, Refer to Appendix 1IN

Ueer Safety X “Follow manufacturers instructions.....from other laundry™ should be
Requirements placed ditectly bolow the PPE section.

Engineering Controls (if N/A

required)

User Safety “User Safety Recommendations™ and ita text must be enclosed in 2

Recommendations

box.

Environmentsl Hazards

Physical and Chemical
Hazards

Header “Directions for X
Usa™

Violation of Federal Law X
Text

WPS Toxt N/A
Non-WPS Text N/A

83



Storage and Dispasal

The apecific divections for Storage and Disposal of the pesticide and
ita container must appear under the Directions for Uss,

For clarity and consistency, PRB recommends that the

“Storage and Disposal” and its text enclosed in box should be placed
directly balow the statement “It is a violation of Federal....with its
labeling.” in the Directions for Use.

Sub-Header: Directions
for Application

General Instructions and X For clarity and consistency, PRB recommenda that the

Information Sub-Header sub-heading General Instructions and Information should ba placed
directly below the Storage and Disposal statementu

Chemigation/Prohibition N/A

(if applicable)

Spray Drift Labeling (f N/A

applicable)

Genera) Information X For clarity and consistency, PRB recommends that any pon site

(non-site specific spucific information be placed under the sub-heading General

information on uses, Information.

pests, mixing and loading,

tank mixing, etc...)

General Precautions and X For clarity and consistency, PRB recommends that* Do not

Restrictions use......or other solvents” be moved from ita present position and

placad directly under the sub-heading General Precautions and
Reastrictions.

For clarity and consistency, PRB recommmends that Directions for
Application be placed above the specific sitos. In addition the

Direction for Applications would ba clearer in the Table Format,
See Appendix I for an exampie.

Consistency with label X
instructions
Not false and mule&dmg X
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APPENDIX II

SITE

BEEF, and
DAIRY
CATTLE

DIRECTIONS FOR APPLICATION

TARGET PESTS

SPECIAL DIRECFIONS

TICKS:*Lons Star Tick 760 ml | Spray: Uze up to 2 galions of spray fora
(Amhlvomma {one can} | fully grown animal. [t is imporiant to wet
ameticanunD in 100 the animal thoroughly and that the apray

*Gulf Coast Tick (A maculatum) gallons of | penetrates to the skin until rup-off,

*Winter Tick (Dermacentor water For Lons Star ticks, Caitls ticks, Sucking
albipictus) lics, and Chewing lice, pariicular attention
‘Bmwn Dog Tick (Rhipicephalug, should be given to the logs, axilla and groin

guines area, Udder, tail regions and head including
"Amncan Dog Tick (D. the sars. For Guif Coast ticks and Ear ticks,
yariabilis) treat the head, ears, shoulder area and neck
"’Rocky Mountain Woed Tick with a low pressure spray. For control of
Acentor o lice, a second treatmont 10-14 days later is
*Spmm En: Tzck (,thm. recommencded, to kill lice from hatching,
magnind Spray Dip Machine: Uso up to 2 gallons of
*Black-legged Tick (Ixodes spray for a fully grown animal. It is
seapularis) important to wet the animal thoroughly and
*Tropical Boat Tick (A, that the spray peneirates to the skin until
yaringetum) run-off. To control cattle scabies,
*Cayenns Tick (A, cajenne applications should be made as instucted by
“Cattle Tick (Bonghiluz ap USDA, AFPHIS, VS bulletina. Two
*Southern Cattle Tick (B, treatmments, 7-10 days apart are required to
Jnigroping) control cattle gcabies.
LICE:
*Biting Louse Cllsm&lmmhaw)
*Sucking Lice h ROIALOr
8
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MITES: (Ona cam)
in50

*Scab and Manges Mites

Spray: Use up to 2 gallons of spray for a
fully grown animal. R is fmportant to wet
the animal thoroughly and that the spray
pensirates to the akin until run-off.Spray
Dip Machine: Ues up to 2 gallons of spray
for a fully grown animal, It is important to
wet tho animal thoroughly and that the spray
penetrates to the skin until run-off, To
control cattls zcabies, applications should bo
made as instructed by USDA, APHIS, V8
bulletine. Two treatments, 7-10 days apart
ara required to control caitle scabies.

Mange Mites and Louss {Sarcoptes

760 mi
{one can)

in 50
gallons of

water

Exquivalent
to ¥4 fl.
ounce par
gallon of

spray
solution

Spray: A sprayer with a coarse nozzle
delivering the solution(1/2 fl. ounce per
galion of spray sclution) at 70 to 150 psi is
recommended. Spray the walls, floor and
any fittings in the pen. Spray =il animals(at
the same time) whether visibly affected or
not, Spray the animals until the mixnzre
ruans off, paying particular atiention to treat
the jowls, legs, inzide ths ears and
underside of the body. It is important that
the apray penetrates to the skin unti] rup-off.
A socond treatment is recommended to
break the parasites’ life cycles. Make the
application 7-10 days after first for mite
control, and 10-14 days for lice control.

Dip: An alternate to sprayicg young
piga(piglats/weansrs) is to dip them in a
suitablo-gized coptainer. Dip 30 animals
and then replace dip wash. Use dip wash to
treat premices,

Important: Remove foed from pen and cover drinking bowls, Remove and destroy bedding.
Hoze out feces and exceas feed. Use Tactic ® solutions within 6 hours of mixing,

Restrictions:

Do not treat animals mors than 4 times per year,

Do not apply to swine within three daye of slaughter,

Do not use Tactic ® E.C. at the same time with any other amitraz conteining
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Appendix IIX

Recommended Presentation of Label

RESTRICTED USE PESTICIDE

Product Name
Ingredients......ccceviiriiiciiiiiiiiiiiiitiiitiittiiittiitinsinseesonas
EPA Registration and Establishment Numbers

Company Name, Address, Phone Number

Net Contents

KEEP OUT OF REACH OF CHILDREN

SIGNAL WORD

10
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PRECAUTIONARY STATEMENTS

USER SAFETY RECOMMENDATIONS

DIRECTIONS FOR USE

It is a Violation of Federal Law......

Do not apply this product in a way.... Only protected handlers
may be in the area....

STORAGE AND
DISPOSAL

11
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General Information (non-site-specific)

General Precautions and Restrictions

Directions for Application

WARRANTY STATEMENT

12
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REQUEST FOR 6{a) (2} SCREIN

oxze: /2R3 /47

FROM: Xathlasn O'Malley 7
infarmaction Services Branch Alhee £5%
Decuwrent Management Sectisn/ISESIRSD Jﬁ%’

TG o Bill Burnam(EED ~ Tox, Cnco, Residuas, Prod. Clam)
Jerzry Blendell (HED -~ Animal Safaty, Buman Health)
an Blackwall (B0 - Products ~ Acutas Tox)

D e P er/ 22t

Tim McMahosm (AD - Acute Tox)
uoSring Gowda (AD -~ BEfficicy)

Attached are copies of tripsmrctal letters and/or study conclusions of

recently recestved 6{a)(2) data submissions. Please screen this informatien
and provice me with the resul:ss by bhand/mazl/fax deiivesy af Chas sc-omen

caver sheel wWith your cormments oo me wn Room 216 CMZ (75020, Fax:

F03/305-7870,
4 388 NQ

PRODUCT REGISTRATION NUMBER 543883

CHEMICAL NAME ‘ég} - 7‘4/44&5 77¢. EL Ma@/@lﬁ@aab
DESCRIZTION Lt 1M 4G \A-u%:é’i«; 'I&éﬁé ‘

Briefly describe the raportec adverse effec;: Cféyﬂygééé? gﬁéwkif%%‘
B sy are el

IDENTIZICATICN NUMSBER

Does this submission warrant an expedited review? Lfﬁf;;; Ne E?jS
" W T Y S2075 '{f

If yes, axplain: Mx,// -eﬁW PGS 2
\:f// e ,f Lo

Fre ey oy TP 4 @M% N nelld “Frs

fxpedited reviaw is appropriate if the results change our regulacory posizis
on this chemigcal or product. CICxamples are:

-
I3

ute Tox ~ label change crf a change tox catagosy

If end point is more sens:cive than current basis for ragulatory position
b

Anticrobial Product Effficacy Tailure - Label change: reduced claimz or
dosiage incspagsed

1%8.134 Flagging Statement 13 positive

IL£ expedited, recommended tizeframe far raview:

Othes Comments: gﬁ?mgﬁ 'é‘&b he gmedgﬁgx}%;”d
Please respond by /&/@?‘g/?f *—-éy M

. \ P T
N 1 Vi {C/g L, %M /4 /4}@_%9/’%7

signacure
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BHotf 6% 1) Bres)
REQUEST FOR 6(a) (2) SCREEN Vel A

ngd‘,fz %
DATE : ,g5413,977 . L4
FRCM: Kathleen O'Mallay ﬁjm‘@’;

Information Sarvices Branch
Jccument Management Sact:ion

3

/ZE3/TA8D

TO: LBLLl)L Burnam{HEED - Tex, Onco, Razidue, Prod. Cham)
Jerry Blondell {HED - Animal Safaty, Human Health)
an Blackwall (RD - Products - Acuta Teox)
7 ®mill schneider (BPPD)
__Nini Jordan{ZFED) -’//\,4,,&, ‘,4@ /?
Tim McMahon {AD -~ Acute Tox) ? 7
L3rini Gowvda (AR -~ Efficacy) £y¢6! p{

Atzached are copies of transmuitisl letters and/or study conclusions of
recently recerved 6(a) (2) data submissions., Please screen this 1nformation

-Oﬂn

and provicde me with Lhe sesulzs by DRand/mail/Zax delivery of this scssese
caver sheet with your commencs ¢35 me 1n Room 218 M2 (7502€), Pax:

703/305-7670.

IDENTIFICATION NUMBER Y438 8L10

PRODUCT REGISTRATION NUMBER S45g9--3 3
e

CHEMICAL NAME /W Y2¢3 - ﬁk‘-f?.d.a‘ Ee, /ﬁﬂa&/@ﬂe
DESCRIPTION et rryet %ﬂ&%;cw *ﬁfw/%m: :

Briefly dascot e"cne"f:epoaed adverse affect:

: . ]
@@%MMF‘?“ tz2es F i )
Poes thlig submission warrant an expediTed reviaw?

The label Al Fhia dEpl &
! Wl «&%«g? | 2t

Yeas Ne

I yes, explain:

P e Clady ng:? \f“fﬁ%ﬁﬁwf ar™ clein

Txpedrted review is appropriate 1l¥ the resulis change our regulatory posisia
on this chemical or product. Examples are:

Acute Tox - label change ¢r a change tox category

I{ end point is more sens:tive than current basis for ragulatary positisn

Anticropiral Product Efficacy Failuce - Label change: reduced claims or
dosage ilncraased ‘

158.134 Flagging Statement L1s positive

I emxpedited, recommended timeZrame fS5r raview:

Ocher Comments: }65}@%&( Yo \éhjaﬂdﬂ/‘agéb,
Please respond by /é/"g/??"j M
{ (/mg 4 /// . &/G%@M /()/@7;/ 77

g.gnasure -ale
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Fissse read instiuctiona on reverse bafore complating form.

(a)
EP

Unitad Statss Environmental Protection Agency
Officg of Posteide Pragrams (HTE0EC)

Washington, DG 20460

Application for Pesticlde:

Reglstrat

Other

-Amendment |

ion

166132

"Section |

.mpanylProduct Numbar

54382

- 3

2. EPA Product Managor

Larry Fried

3. Proposed Claseification

4. Company/Product {Hame)
Taktic EC Miticid

e/Miticide

Piis

[ Inone [ ] restricien

Hoechst Roussel
P.0., Box 4815

5. Name and Address of Applicant (include 2ZIP Coda)

Warren, NJ 07059

D Check if this is a naw addrass

Vet

EPA Reg. bo.
Product Name

6. Expedited Review. In accordance with FIFRA Section 3(c}{3)
{b}(1}, my product is simliar or dentical In composition and labeling
to:

Sectlon ||

Amegndmant - Explain below

Notification - Explain below.

Resubmission inresponse to Agency letlardated

e
- Ve

Fing] printed labals in responze o
Agancy lelter dated

*Ma Too* Application,

P,

x| Other - axplain balow,

Amitraz reregistration - 8 month response

{anatlon: Use additonal paga(s) H nacessary, (For section | and Saction I1,)

Section i
. Material This Product WIIf Be Packaged In:
Child-Resistant Packaging | Unit Packaging Water Sclubie Packaging 2. Type of Contanor
Yes* Yes Yos Metal
Plastic
No No No glau
= apar
i Yoz, No, per | 11“Yes,® No. per ot o
* Cerlification must be |UNt Package wgt.  container | Package wgt containgr or (Specily
}

ocation of Nat Contants information

4. Size{s) of Ratall Container

On Labe!

8, {ocation of Label Dk&cﬂms_

Label [__] comainer On Labeling accompanying product
6. Manner In Which Label Is Affixed To Product || Lithograph 1 oter ¢ )
Psper glued
Stonciled
Sectlan IV

t. Cortact Point {Complate items diracitly below for identification of individual 1o be contacied, if necassary, o process this application.)

Name Tite %Telegiwneﬂc {inciude Area Code)
John J, Lauber, Ph.D. Manager, Product Registratign 908/231-3424
908/231.%863° ( fax)
Cariltication s0ee 3 Date Applcation

| cortily that the statamants 1 have mede on this form and all aftachments thereto are ue, accurale and cimplate.?

-R&camd

| acknowiedgo that any knowingly faise or misleading statoment may be punizhable by Ene or imprisonmentor **3*P2 {&ampld)
bomunderappli%lm. - R
st ’e B8
3. Tile seseh’ .
Manager, Product Regfstrat%on T . e
‘ini.
% Date “'..E \
Y
John J. Lauber, Ph.O, Sept, 16, 1997
EFA Farm 05701 (Rev, 13-90)  Previous oditions &re obsoleie White - EPA Fils Copy {onging)

Yoiow -  Appiicant eng
2



United Slates Envirenmentsl| Protection Agenay Form Approved

Em Washinglan, DC 20480 OMB No. 2070-0060
v 4 Certification with Respect to Citation of Data Approvel Expires 11-30.93
:9"'!9 Nemo snd Addrean EPA Fils Symbol/Aegialration Numbaer e

Hoechst Roussel Vet 54382-3 ‘

P.0. Box 4915 Praduct N

Taktic Emuis?fiable Concentrate Miticide/lnsect
Dote of Application )

Warren; N.J. 07059

Sept. 16, 1397

NOTE: 1f your product is a 100% repackaging of another EFA-registered: product' that you purchase, and
is labeled for the same uses, you do not need to submit this form. You must submit the Formulator’s
Exemption Statement (EPA Form 8570-27). R

1. This application is supported by all data submitted or cited in the application. Ia addition, if cite-all
options are indicated, this application is supported by all data in the Agency's files that concern the
properties or effects of this product that is identical or substantially similar, acd that is one of the types
of data that would be raquired to be submitted if this application sought the initial rchslratnon of a
product of identical or similar composition and intended uses under the data requirements in effect on
the date of apropval of this application. (Check the appropriate boxes, in items 2 and 3 below, that

pertain to your application.)

. 2, 1 certify that, for each study cited in support of this application for registeation that is an exclusive use
study,

iX{ Iam the original submitter*; or
] | I have obtained the written permission of the original data submitter to cite that study*

3. I certify that, for cach study cited in support of this application for registration that is not an exclusive use
study:

a || Iam the original data submitter®; or
| | Ikave obtained the written permission of the original data submitter to cite that study®; or

b. | | I kave notified in writing the companics that have submitted data I bave cited to support this
application and have offered to: (a) Pay compensation for those data in accordance with section
3(e){1)(P) and 3{c){2)(D) of the Federal Insecticide, Fungicide and Rodeaticide Act (FIFRA),

. and (b} Commeace negotiations to determine which data are subject to the compensation
. requircment of FIFRA and the amount and terms of corapensation due, if any, The companies I
have notified are: {Check one)

| | All companies listed on the Pesticide Data Submitters List for all active ingredients coatained
in my product (cite-all method or cite-all optioa under Selective Method®), (Also, sign the
General Offer Statement below.)

| | Those companies that have submitted the studics which I have cited {Selective method®).

® A Data Matrix identifying these studies is attached. (Note: a Data Matrix is ot required under the
cite-all cthnd)

goalyre Nerne end Titlo Dale
L e Jdohn J, Lauber, Ph.D 7
N\W}& v Manager, Product Registration sept. 16, 199

General Offer to Pay: I hereby offer and agree to pay compensalion o Other
persons, with regard (o the approval of this application, (o the extent required.

gneture Name and Titie Data

Form 8570-29 ifev-7-81} 93



JUL 28 *S8 15:31 FR HRUET PROD PEV & REG 988 231 <4452 70 57433588041 F.Bi/02

FTTactmect 2 Hoechst ®

Hoechst Roussel Vet
30 mdependence Bivd. ¢ PO Box 4515 © Warran, Now Jotety 07050
Telephone, W23 1-2000

Y a——

TO: Wr. Jumes 5. (Steve) Morrill DATE: July 28, 1998

Tel: FROM: Jack Lauber

Fax: 103-308-8041
Tel: (908) 231-3428
Fax: (908) 231-4482

Subject: Taktic® EC, EPA Reg. No. 643823

Dear Mr. Mormifl:
Thank you for your telephone oall todey conceming Taklic EC.

in Moechst Rousse) Vet's 8-month amitraz reregisiration msponse conoeming the labeling for Taktc EC,
we requested walvers for the requirements for chemical resistant headgear and coveralis. In Mr. Walter
Waidrop's Aprl 13, 1068 ietter, he responded to our walver requosts (568 atlached Jetter),

i padasar — Mr. Waldrop Indicated that it woukd be prudent to retain the use of
beudgenr for mmeld exposures. We interpreled this to mean that the Agency was requlring the
currant label statement, “‘wear a hut” rather than the more restrictive statement indicated in the amitraz
RED, "wear chemical resistant haadgear”.

voralis In Heu of RED requirement for "covarails over long siesved shirt and long piants®, Mr.
mmmm&mmmmm‘meml wmmwmmwsammm
pants™ couid be used.

During our (efephone conversation, we talked aiso about restricted use clgssification for Taktic EC.
Briefly, we do not fee! that restricted use classification mappropﬁal. for Taklic EC . This is because the
proposed Taklic EC iabei states that appiicators and other handlers must wear gogoies or face shiekls.
The use of goggles or face shiekis would adequately protect tivestock producers, who for the most part,
are pot certified applicators.

if you hatve any questions or if ] can be of funther help, plaass do nof hesitate to cell.

Joha J. Lauber, Ph.D.
Manager, Product Registration

Attachment 280728¢
Page § of
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JUA. 28 *98 1531 FR HRUET PROD DEV & REG SB8 231 4462 YO 97833038841 p.a2g2

John J. Lauber

Manager, Product Registration
Hoechst Roussel Ver

30 Independence Blvd.

P.O. Box 4915

Warren, NJ 07059

Subject: Amitraz Reregistration
Waiver for Requirement for Coveralls and Headgear
Your letters dated 9/16/97 and 1/28/98

Dr. Lauber:

The Agency has reviewed your requests to waive the requirement for coveralls and
headgear for your products registered for use on livestock. Until we receive exposure data 1o
better define the risks associated with use of amitraz 10 applicators and handlers treating livestock,
we believe it prudent to require that erd-use product labels retain the use of headgear for overhead
exposures, This is especially irportant for your product Taktic (Reg. No. 54382-3) where,
according to your directions for use, walls and any fittings in an animal pen may be treated and
may result in overhead exposures.

With regard to the request to waive the requirement for coveralis for the livestock uses,
the Agency believes that similar protection would be provided with the use of an apron during
application. Thus, in Heu of coveralls over long sleeved shirt and long pants for livestock uses
you may substitute with a chemical-resistant apron over long sleeved shirt and long pants.

ws!f you have any uestions concerning this letter, please contact Judy Loranger at (703)-
308-8056.

Sincerely yours,

U atieMleli

atier I Waldrop, Chief |
Reregistration Branch I
Special Review and Reregistration Division

Rty « Prirded wih VM Gl Bomad ki on 455 w pw {m Pesioofipurnms

wk TOTE). PRCE.DZ wsx

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY /
WASHINGTON, D.C. 20460 ﬁ%ﬁz fv%?g /

AR 13 1908
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U 28 *98 15131 R HRUET PROD DEV & REG 988 231 4462 TO 970330885841 P.a1-/82

= Hoechst °
Hoechst Roussel Vet

30 mdependerce Bivil. @ PO Box 4048 & Warren, Now Jeresy 07es9
Tolephons: $C&1I1-2000

—

T0: #r. Jaumes 5. (Steva) Morritl DATE:  July 28, 1998

Yei: FROM: Jack Lauber

Fax: 703-308-8041
Tel: (908) 231-3428
Fax: {$08) 2314462

Subject: Taktic® EC, EPA Reg. No. 543823
Daar Mr. Momill:

Thank you for your telephone cail today conceming Taktic EC,

in Moechst Roussel Vel's 8-month amitrar reregistration response concerning the labeling for Taktic EC.
we requested walvers for the requireiments Tor chemical resistard hegdgear and coveralls. In Mr. Walter
Waldrop's April 13, 1998 letter, he respondad to our walver requests (See altached iptter).

ical Resistant Headaear « Mr. Waldrop indicated that i would be prudent to retein the use of
headgeufﬁarovemm exposures. We interpreted this to mean that the Agency was requiring the
surrent labe! statement, “wear a hat” rather than the more restrictive statement indicated in the amitraz
RED, “weer chemical resistant haadgear™,

pralls in lieu of RED requirement for "coverails over long) sieeved shirt and long plants™, Mr.
Waidmp Indicated that the substitute phrass,’chemioal resistant apron over long sieeved shirt end kong
pams” couid be ysed.

During our telephons conversation, we Latked also about 1esiricied uge glion for Taktic EC.
Briefly, we do not feel that restricted use Classification mappmpna!e for'l‘aklic EC. This Is because the
proposed Taktic EC label siates that appiicators and other hundiers must wear goggies or face shisids.
The use of goggles or face shields would adequately protedt livestock producers, who for the mest pan,
are not certified applicators.

If you have any questions or if | can be of further heip, please do not hesHate to call.
Sincarely

S,

John J, Lauber, Ph.D.
Manager, Product Registration

Altachment SEOT28e

Pags 1 of
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Hoechst Roussel Vet

Hosehst Rousosf Vet
30 Independence Bhvd,
P.0. Box 4915
Warren, NJ 07068

Talaphons (908) 23%1-3426
Fax (908) 231-4482
E-med Jiouber@HAVat.com

March 13, 1988

Document Processing Desk {RED-SRRD-0234)
icide Programs (H7504C)

Reregistration Division
L.§. Environmental Protection Agency
401 M Street, S.W.
Washington, D.C. 20460-0001

Subject: Amitraz Reregistration
Dear Mr. Moran:

Thank you very much for faxing me the Februsry 9, 1998 Raview of Taktic® EC acute eye
irritation end dermai sensitizetion, | appreciated recsiving this information.

As | mentionad in my letter of January 28, 1998 (copy attached), we need guidance from
the Agency concerning the required label text for Taktlc EC and Point-Guard ™
Miticide/Ingacticide. The following, requiring Agency acceptance, have a direct bearing on
the finel labe! text of these two products:

+« poverglls label waiver raquest

chamical resistant headgear for overhead exposure labei waiver request

remaining Taktic EC product toxicology studies

draft labeling

. 8

May [ hear from you soon concerning this matter? Thank you in advance for your halp.

John J. Lauber, Ph.D,
Manager, Product Ragistration

Attachment *es’es
980313b . °.

- - 1§
Hoechst teeste
Hoachst ﬁdl_.'me! Vat or
A membar of the Hoschat Group *ee”e’
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Hoechst Roussel Vet

Houchst Roussel Vet
30 Independonce Bivd,
P.O. Box 4915
Warran, NJ 07089

Telaphona {808) 231-3426
Fax |1908) 231-4482
E-mall JLauber@HRVet.com

January 28, 1998

Document Processing Desk (RED-SRRD-0234)
Office of Pesticide Programs (H7504C)
Att. Mr. Walter |. Waldrop
Special Review and
Reregistration Division
U.8. Environmental Protection Agency
401 M Street, S.W.
Washington, D.C. 20460-0001

Subject: Amitraz Reregistration
Dear Mr. Waldrop:

The purpose of this letter is to inquire about the status of the Agency review
of the following which have a direct bearing on the labeling of Taktic EC and
Point-Guard Miticide/Insecticide required in 19989 by the amitraz RED:

¢ draft labeling

s coveralls label waiver request

¢ chemical resistant headgear for overhead exposure !aba! waiver ragquest

* Taktic EC product toxicology studias

Background

Hoechst Roussal Vet (HR Vet) is the registrant of two amitraz products used
on cattle and swine, The products are Taktic® Emulsifiable Concentrate
Miticide/Insecticide {Taktic EC} (EPA Reg. No. 54382-3) and Point-Guard™
Ready-To-Use Miticide/Insecticide (Point-Guard Miticide/lnsecticide} (EPA
Reg. No. 54382-6) (Previously Known as Taktic® Linebacker Pour-On).

. .
L & &
a8 &8
‘ L
Hoechst .
Hoaechst Rouseal Vet tescse
A mombar of the Hoechst Group .o o
L L] ..
[ ]
L *e
L N .

*888
% b
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. e
LI XY T ]
e @
(1]

[ XY T Y
[T XT Y]
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On September 16, 1987, HR Vet submitted to the Agency draft labeling for
Taktic EC and Point-Guard Miticide/Insecticide. As you know, tha amitraz
RED requires HR Vet to begin to distribute and sell products with revised
labsling on or before March 17, 1999. Product with old labeling cannot be
distributed or sold. Since HR VET will be producing these products later this
year, we need guidance from the Agency concerning raquired label text.

Draft Labeling
Draft labeling for Taktic EC and Point-Guard were submitted with our letters,
dated September 16, 1987 and Qctober 21, 1997. Wae incorporated all of

the required label changes, except for the requirement for the applicators of
Taktic EC to wear coveralls and chemical resistant headgear.

A waiver request for the requirement of coveralls was submitted with our
letters dated April 3, September 16 and October 21, 1987, Briefly, our
waiver request was based on the fact that the Agency overestimated the
exposure to amitraz to farmworkers using Taktic EC, and that minimal
personal protective equipment will adequately protect farmworkers from
aither acute or chronic risk of exposure to amitraz used on livestock.

The requirement for chemical-resistant headgear for overhead exposure is
inappropriate for Personal Protective Equipment for both Taktic EC and Point-
Guard, as both of these products are not used in an overhead exposure
situation.

A Taktic EC label waiver request for the requirement of chemical resistant
headgear for overhead exposure was submitted with our letter dated
September 16, 1997. This requirement seems applicable to pesticides
applied in an orchard crop situation {an overhead exposure situation}, and not
to the situation with Taktic EC which is a product applied as a spray, dip, or
in a spray dip machine for control of ticks, lice and mites on swine and
cattle,

A Point-Guard Miticide/Insecticide label waiver request for the requirement of
chemical resistant headgear for ovarhead exposure was submitted with our
letters dated September 16 and October 21, 1997, This requirement segmg ¢
applicable to pesticides applied in an orchard crop situation (an overhead ** **
exposure situation). . ..
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Point-Guard Miticide/Insecticide is an insecticide applied on swine at a
specified dose to control lice and mange mites. Point-Guard
Miticide/Insecticide is supplied as a 3000 ml-container which is intended to
be carried as a hackpack. No water or other fiquid is mixed with Point-Guard
Miticide/Inseacticide. Before application, the 3000 ml-backpack is quickly and
easily connected to the applicator gun. The applicator gun has bean specially
designed and constructed to give continued accurate dosing with the
praduct. The assembled backpack and applicator gun bacome in effect a
“closed system”, which does not need to be disconnected for storags.
Point-Guard Miticide/Insecticide is directed downwards from the applicator to
the pig, and is delivered as a liquid stream, rather than as a spray.

Depending upon the size of the pig, only 5 ml to 135 ml of Point-Guard
Miticide/Insecticide is delivered to each ear of the pig and along the dorsal
midline from between the ears to the rump of the animal. The product is not
applied to the entire animal because the Point-Guard Miticide/Insecticide has
been speciaily formulated to spread by itself over the body of the animal
after application. Point-Guard application is without product waste, which
often occurs when using sprays and dips. Because of Point-Guard's closad
application system, there is no mist or spray that the applicator is exposed

1o,

The rasults obtained in the new product toxicology studies for Taktic EC
indicated that the product is a severe eye irritant and causes skin
sensitization. Consaqusntly, in conformance with 40 CFR 156.10, label
changes have been made, including the change in the signal word from
“Caution” to “Danger”.

In conclusion, we would appreciate learning from the Agency the status of
the review of the draft labeling, label waiver requests for coveralls and
chemical resistant headgear, and the new Taktic EC product toxicology
studies. Thank you in advance for your help.

Sincerely yours,

John J. Lauber, Ph.D. oL

Manager, Product Registration =0 vesens
L] .
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Moechst Roussel Vet

Hoechst Roussel Ver
Roasute 202-206

PO il 2508

Somervyille, NJ 08876- 1258
Telegthnne (908} 2312000

Lirect line (908) 231-3426

April 9, 1997

Mr. C. P. Moran, Chemical Review Manager
Produet Reregistration Branch
1 Speeial Review and Reregistration Division (7508W)
Officc of Pesticide Programs
Environmental Protection Agency
40] M Street, SW
Washington, DC 20460

Subject: Reregistration Eligibility Decision, Amitraz, Case 0234
90 day response - product specific

Dear Mr. Moran:

Hocchst Roussel Vet (HRV) is the registrant of two amitraz products used on cattle and swine,
The products are Taktic® Emulsifiable Concentrate Miticide/Insecticide (Taktic EC) (EPA Reg.
No. 54382-3) and Point-Guard ™ Ready-To-Use Miticide/Insecticide (Point-Guard Miticide/
Insceticide)}EPA Reg. No. 54382-6) (Previously Known as Taktic® Linebacker Pour-On).

On January 17, 1997, HRV received the Amitraz Reregistration Eligibility Decision (RED) by
certificd mail. As per the instructions that accompanied the RED, we are making our 90-day
response (product speeific with this Ietter and are enelosing the completed “Data Call-In Response™
and “Requirements Status and Registrant’s Response”,

Also, in regard to the Amitraz RED, we are submitting the following under separate cover: a
request for waiver of the coveralls label requirement.

If you have any qucstions, or require additional information, please do not hesitate to call me at

908-231-3426. ceee
Sincerely yours, sesses .
a-&a&%d AR
John J. Lauber Ph.D, cesee Test o
Manager, Product Registration tecee .
Certified Mail (P 205 871 890), Return Receipt Requested ot

Floechst Roussel Vet
A member of the Hoechse Group

The Hocchist uame and go are o epivtered toademarks of Hoechst AG,
Thie nane and loge Roussel sre veyisteresd crabemarks or Roussel Uclad SA.
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Taktic:

EMULSIFIABLE CONCENTRATE
MITICIDEANSECTICIDE

FOR THE CONTROL OF TICKS, MANGE MITES AND LICE ON BEEF
CATTLE, DAIRY CATTLE AND SWINE

DO NOT USE ON HORSES. MAY CAUSE FATAL COLON
IMPACTION,

EPA Reg. No. 54382-3 &P A Eat No. 045638-CAN-G01
U.S. Patent Nos. 3,781,355 and 3,364, 497

Hoechst Roussel| Vet
30 indepandence Bivd.
Warren, NJ 070508

Hoechst "

Hoechst Roussel Vet
A mamber of the Hoechst Group

ACTIVE INGREDIENT: Porcent by Walght
Amitraz (N'-{2.4-dimethyiphenyl)-N-
{i2 4-dimeathyiphenyl)iminolmethyl]-

N-methyimsthanimldamides) 12.5
INERT INGREDIENTS: BI.5
TOTAL 100.0

This product containg xylene-range solvents,

PRECAUCION AL USUARIO: SI usted no lse Inglés, no use este
producto hasta que la etiqueta haya sido expiicado ampliamante.

{TO THE USER: If you cannot read English, do not use this product
until the label has been fully explained to you.)

KEEP OUT OF REACH OF CHILDREN

DANGER-PELIGRO CAUTION-

STATEMENT OF PRACTICAL TREATMENT
IF SWALLOWED: DO NOT INDUCE VOMITING. CALL A PHYSICIAN st
OR POISON CONTROL CENTER IMMEDIATELY. [T IS voges ‘
PREFERABLE TO USE GASTRIC LAVAGE UNDER MEDICAR""3'3 ., °.
SUPERVISION DUE TO ASPIRATION HAZARD. DO NOT INDUCE VSO S
VOMITING OR GIVE ANYTHING BY MOUTH TO AN UNCONSCIOUS 3 oo
PERSON ..:.‘ “...:
AMITRAZ IS NOT AN ORGANOPHOSPHORUS COMPOUND. DO **** 7,
NOT USE ATROPINE AS AN ANTIDOTE. *luet
IF IN EYES: FLUSH WITH PLENTY OF WATER. GET MEDICAL "t s
ATTENTION IFIRRIFATION-RERSISTS.

IF ON SKIN: WASH WITH PLENTY OF SOAP AND WATER. GET
MEDICAL ATTENTION IF IRRITATION PERSISTS. 1 02



PRECAUTIONARY STATEMENTS

Hazards to Humans {and Domaestic Animals) -

Wash thoroughly with soap and water after handiing. Remova
contaminatad clothing and wash before reuse.

Chemscai-resistant gioves
Goggias or faoe shistd, and chomical-resisiant apron_ when claaning

. L X ]
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ENVIRONMENTAL HAZARDS ee, s

Thig product- pesticide is toxic to fish g

appiy diracﬂy to watsr or. 40
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sites... Do not con{amlnata waterby-e&ean of-aquipn
i g.of saulpmar washwatersm:_m}mm

PHYSICAL OR CHEMICAL HAZARDS

Do not use or store near heat or open flame.
STORAGE AND DISPOSAL

STORAGE: Not for storage in and around the home environment.
Store in original container in & locked dry placs. Do not open the
container until ready to use. Use entire contents of can when opanad.
Keep from freezing.

PESTICIDE DiSPOSAL: Do not contaminate water, food or feed by
storage or disposal. Pesticide wastes are toxic. improper disposai of
axcess pesticlde, spray mixture or ringate is a vipiation of faderal iaw. if
these wastes cannot be disposed of by use according o label
instructions, contact your state pesticide or Environmentai Controi
Ageny, or the Haxardous Waste reprosenlative at the nearest EPA
Regionai Office for guidanca.

CONTAINER DISPOSAL: Tripie rinse {or equivaiant). Then offer for
recyciing or recondiioning, or punciure and dispose of in a sanitary
landfiii, or by other procedures approved by state and local authorities.
in case of spilage, cover with an absorbent such as soda ash, clay or
sawdust. Sweep up and dlspose of as directed under Storage and
Mgposal

DO NOT REUSE EMPTY CONTAINER,
EMERGENCY PHONE NOS.:

HUMAN, FIRE, SPILLS, ENVIRONMENTAL.;
1-800-228-5835, Ext. 132

ANIMALS: 1-800-345-4735, Ext. 104
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DIRECTIONS FOR USE

it Is a viclation of faderai iaw to use this product in a mannar
inconsistant with its isbsilng.

DO NOT USE ON HORSES or DOGS - CAN CAUSE DEATHS
DO NOT OPEN CONTAINER UNTIL READY TO USE,

USE TAKTIC® E.C. WITH WATER OMLY. DO NOT MiX WITH OiL OR
OTHER SOLVENTS,

BEEF AND DAIRY CATTLE
TAKTIC® £.C. can be used on lactating dalry animais, with no
withhoiding perod for miik following appiication. Also, thera s no poat-
treatment siaughter intervai on basf and dairy cattle.

TICKS AND LICE:

TAKTIC® E.C. wili controi the following Ticks and Lice on cattie:
Lone Star Tick (Amblyoinma americanum}

Gulf Coast Tick (A. maculatum)

Winter Tick {(Dermacentor albipictus)

Brown Dog Tiek (Rhipicephalus sanguineus)
Amencan Dog Tick (D. variabilis}

Rocky Mountain Woeod Tick (Darmacenior andersoni)
Spinose Ear Tick (Otobius megninl)

Black-legged Tick {Ixotes scapulans)

Tropical Bont Tick (A. variegafum)

Cayenne Tick (A. cajennense)

Cattla Tick (Boophiius annuialus)

Southern Cattle Tick (B. micropius)

Biting Louse (Damalinia bovis)
Sucking Lice (Hasmatopinus surysiemus, Linograthus vitull,
Sofenopoles capiliatus)

MITES
Scab and Mange Mites (Chorfoples bovis, Pyoropfes ovis and
Sarcoptes scablel var. bovig)

Spray:

For sontroi of ticks and ilce, mix one can (780 mi) of TAKTICPE.C.In
100 galfons of water: for cantroi of mites, mix one can of TAKTICPE.C.
in 50 gallons of water. Use Taktic® solutions within 6 hours of
mixing. Use up to 2 galtons of spray for a fully grown animai, Itis
important to wet the animal thoroughiy and that the spray penetrates to
the skin unthi run-off. For Lona Star ticks, cattle ticks, sucking fice and
chewlng lice, particular attention shouid be given to the legs, axliia and
groin area, udder, tail regions and head, including the ears. For Gulf
Coast ticks and ear ticks, treat the head, ears, shouider area and neck
with a low prassure spray. For control of lice, a sacond treatmant 10-14
days later is recommended, to kiif ilce hatching from eggs.

Spray Dip Machine:

For controi of ticks and lice, mix one can {760 mi) of TAKTIC®E.C. in

100 gallons of water; for cantrot of mitas, mix ona can of TAKT ic®e.C.

in 50 galiona of water. To controi catle ecables, applcations should be

made as Instructed by USDA, APHIS, VS buileting. Two treatments 7-

10 days apart are required to control cattle scables. Use Taktic® cnsetsn

solutions within € hours of mixing. Use upto 2gallons of spray foras ¢ &

fuily grown animai. itis important to wet the animal thoroughly and that |

the spray penetratas to the skin unill run-off, *."

aabbe

SWINE seses’

MANGE MITE AND LOUSE (Sarcoptes scabial var. suis and

Haematopinus suis):

IMPORTANT

Remove faed from pen and covar diinking bowfs. Ramove and destroy
badding. Hose out faces and excess feed. Use TAKTIC® solutions

within 6 hours of mixing.
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Spray.

Mix one can (760 mi) TAKTIC® E.C. In 50 galions of water (squivalent
to 1/2 fi. cunce per galion of spray solition). A sprayer with a coarze
noxzle dalivering the solulion at 70 to 150 psl Ie recommended. Spray
the wails, floor and any fittings In the pen. Spray all animals {ut the
same time) whether vigibly affected or not. Spray the animals until the
mixture runs off, paying particular attention to treat the jowi, legs, Inside
the ears and underside of the body. It Is Important that the spray
penstrates fo the skin until run-off. A second treatment is recommended
to break the paraslles’ life cycles. Make the application 7-10 days aftar
the first ireatment for mite conirol, and 10-14 days for lice contral,

An altemate to spraying young plgs (plglete’weanars) Is to dip themin a
suitable-sized container., Dip 30 animals and then repiace dip wash.

Use dip wash to treat premises.
Do not treat animals more than 4 thnes per year.
Do not apply to swine within three days of slaughter,

Do not uge Takiic® E.C. at the same time with any other amitraz
containing product.

NET CONTENTS: 780 m! (25.7 fl. oz.)

IMPORTANT NOTICE: DISCLAIMER

Read "IMPORTANT NOTICE: DISCLAIMER" beforae buying or using. [f
tarms are not accepiable, retum at once uncpened. HOECHSTY
ROUSSEL VET warants only that the product conforms to the
chemical description on the label and s reasonably fit for the purpose
stated on the labe! when uged In accordance with the directions under
normal conditions of use. This warranty does not extend to the use of
this product eontrary to label Instructions or under abnormal conditions,
or undar conditions not reasonably foresesable to HOECHST
ROUSSEL VEY, and user assumes the risk of any such use.
HOECHST ROUSSEL VET MAKES NO OTHER WARRANTY,
EXPRESS OR IMPLIED, INCLUDING ANY IMPLIED WARRANTY OF
FITNESS FOR A PARTICULAR PURPOSE OR OF
MERCHANTABILITY. In no case shall HOECHST ROUSSEL VET be
llable for consequentlal, special, indirect or Incidental damages
resuiting from the use or handling of this product, The foregoing
conditions of sale end warranty can be varied only by an agreement In
writing signed by a duly authorized representative of HOECHST
ROUSSEL VET.

Taktc® {amitraz) i repistered trademark of Hoachst Veterinadr GmbH.
The name and logo HOECHST are reglstered trademarks of HOECHST AG.
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Page 1 of §
September, 1887

EMULSIFIABLE CONCENTRATE
MITICIDE/INSECTICIDE

FOR THE CONTROL OF TICKS, MANGE MITES AND LICE ON BEEF
CATTLE, DAIRY CATTLE AND SWINE

DO NOT USE ON HORSES. MAY CAUSE FATAL COLON
IMPACTION.

EPA Reg. No. 54382.3 EPA Est No. 045639-CAN-001
U.8. Patent Nos. 3,781,355 snd 3,884, 497

Hoechst Roussel Vet
30 Independence Bivd.
Warran, NJ 07059

. Hoechst *

Hoechst Roussel Vet
A member of the Hoechst Group

ACTIVE INGREDIENT: Pgfcent by Welght
Arnitraz {N'-(2,4-dimathylphenyf)-N-
. [[2 4-dimethylphenyllimino]methyi)-
N-methyimethanimidamide) 12.5
INERT INGREDIENTS: 8rh
TOTAL 100.0

STATEMENT OF PRACTICAL TREATMENT

IFSWALLOWED: DO NOT INDUCE VOMITING. CALL A PHYSICIAN
OR  POISON CONTROL CENTER [IMMEDIATELY, IT I8
PREFERABLE TO USE GASTRIC LAVAGE UNDER MEDICAL
SUPERVISION DUE TO ASPIRATION HAZARD. DO NOT INDUCE
VOMITING OR GIVE ANYTHING BY MOUTH TO AN UNCONSCIOUS
PERSON.

AMITRAZ 1S NOT AN ORGANOPHOSPHORUS COMPOUND. DO
NOT USE ATROFINE AS AN ANTIDOTE.

IF IN EYES: FLUSH WiTH PLENTY OF WATER. GET MEDICAL
ATTENTION FRR TIOM.R 3

IF ON SKIN: WASH WITH PLENTY OF SOAP AND WATER, GET
MEDICAL ATTENTION IF IRRITATION PERSISTS. 1 07



PRECAUTIONARY STATEMENTS

Hazards to Humnans (and Domestic Animais)

Wash thoroughly with soap and water after handling, Remove
contaminated clothing and wash before reusas.,

Chanﬂcal~reslstant gsoves
Gagglas or face shleld, and chemical-reslstant apron when cleaning

ENVIRONMENTAL HAZARDS

This product- pesticids is tox!c to fish and aguatls
epp!y dlrecily to water ar 40 2

a an mark. ] Dnﬁ and mnoﬁ fmm
treatad areas may ba hazardous to ﬂsh anuaﬂmmanl&ms_m adiacent 1 08



PHYSICAL OR CHEMICAL HAZARDS

Do not use or store near heat or open flame.

STORAGE AND DISPOSAL

STORAGE: Not for slorage In and around the home environment.
Store in orginat contziner In a locked dry place. Do not open the
container undl ready to usa. Use entire contants of can when opened.
Keap from freezing.

PESTICIDE DISPOSAL: Do not contaminate water, food or feed by
gltorage or disposal. Peslicide wastes are toxic. Improper dizposal of
excess pastlicids, spray mixture or rinzate Is a violation of federal law. If
these wastes cannot be disposad of by use according to labal
instructions, contact your state pesticide or Environmental Control
Ageny, or the Hazardous Waste ropresentatlve at the nearest EPA
Regicnal Office for guidance.

CONTAINER DISPOSAL: Tripla rinse (or aquivatent). Then offer for
racycling or racondiioning, or punciure and dispose of In a sanitary
landfili, or by other proceduras approved by state and local authorities.
In case of splilage, cover with an absorbent such as soda ash, clay or
sawdust. Sweep up and dispose of as directed under Storage and
Plsposal.

DO NOT REUSE EMPTY CONTAINER.
EMERGENCY PHONE NOS.:

HUMAN, FIRE, SPILLS, ENVIRONMENTAL.:
1-800-228-5635, Ext. 132

ANIMALS: 1-800-345-4735, Ext. 104
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DIRECTIONS FOR USE

it Is a violation of fedaral isw to use this product In 2 manner
Inconsistent with iis labellng.

DO NOT USE ON HORSES or DOGS - CAN CAUSE DEATHS
DO NOT OPEN CONTAINER UNTIL READY TO USE.

USE TAKTIC® E.C. WITH WATER ONLY. DO NOT MIX WITH OIL OR
OTHER SOLVENTS,

BEEF AND DAIRY CATTLE
TAKTIC® £.C. can be used on lactating dairy animals, with no
whhholding period for milk following application. Also, thara Is no post-
traatment slaughter interval on beef and dairy caitle.

TICKS AND LICE:

TAKTIC?® E.C. will controt the following Ticks and Lica on cattle:
Lone Star Tick (Amblyomma americanum)

Guif Coast Tick (A, maculatum)

Winter Tick (Dermacentor aibipicius)

Brown Dog Tick (Rhiplcephalus sanguineus)
Amarican Dog Tick (D. varfabiils)

Rocky Mountain Wood Tlck (Dermacenfor anderson/)
Spinose Ear Tick {Otoblus magrinl)

Black-lagged Tick (/xodes scapulars)

Tropical Bont Tick (A. varfegatum)

Cayenne Tick {A. cafennense)

Cattle Tick (Boophilus annulatus)

Southern Catlle Tick (B, microplus)

8iting Louze (Damalinia bovis)
Sucking Lice (Haemelopinus surysternus, Linognathus vitull,
Solenopotes capiiatus)

MITES
Scab and Mange Mites (Chorioptas bovis, Psoroptes ovis and
Sarcoptes scabiel var. bovis)

Spray:

For controtf of icks and tice, mix ona can (760 mi) of TAKTIC® E.C. in
100 galiona of water; for control of mites, mix one can of TAKTIC®E.C.
in 50 galions of water. Use Taktlc® solutions within 8 hours of
mixing. Use up to 2 gallons of spray for a fully grown animal. itis
important to wet the animal thoroughly and that the spray penetrates to
the skin untll run-off. For Lone Star ticks, catle Hcks, sucking lice and
chewing lice, particuiar attention ghould ba givan to the legs, axilla and
groin area, udder, tail regions and head, Inciuding the ears. For Gulf
Coast ticks and ear ticks, treat the head, ears, shoulder area and neck
with & low prassure spray. For control of lice, a second treatment 10-14
daya later Is racommended, to kill lice hatching from sggs. :

Spray Dip Machine:

For controt of ticks and lice, mix one can {780 mi) of TAKTIC® E.C. In
100 gallons of water; for control of mites, mbx one can of TAKTIC® E.C.
In 50 gailona of water. To control cattie scables, applications should be
made as instructed by USDA, APHIS, VS bulleting. Two treatments 7-
10 days apart are required to control cattie scables. Use Taktic®
solutlons with!n § hours of mixing. Use up to 2 gaiionz of spray for a
fully grown animal. it Is imporiant to wet the animal thoroughly and that
the spray penelrates to the skin untll run-off,

SWINE
MANGE MITE AND LOUSE (Sarcoples scabisl vat. suis and
Haemalopinug sulsy

IMPORTANT
Remaove feed from pen and cover drinking bowis. Ramove and destroy

badding. Hose out feces and excess feed. Use TAKTIC® aolutlons
within & hours of mixing, 1 1 0
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Spray:

Mix one can (780 mi} TAKTIC® E.C. in 50 gallons of water {equivalent
to 1/2 fl. ounce par gailon of spray golution), A sprayer with 2 coarss
nozzie dalivering the solution at 70 o 150 psi Is recormmanded. Spray
the waiis, foor and any fitings in the pen. Spray alt animats {at the
same time} whether visily affectad or not. Spray tha animalg untli the
mixture runs off, paying particular attantion to treat the jowd, legs, inside
the ears and underside of the body. it is important that the spray
penetrates to the skin unti run-off. A second treaiment Is recommended
to break the parasiles’ ife cycins, Make the application 7-10 days after
the first treatmant for mite control, and 10-14 days for lice control.

An altemate fo spraying young pigs {pigietsiweaners) is to dip themin a
sultabie-sized container, Dip 30 animais and then repiace dip wash,
Use dip wash to treat premises.

Do not treat animals more than 4 times per year,
Do not apply to swine within three days of slaughter.

Do not use Taktc® E.C. at the same time with any other amitraz
containing product.

NET CONTENTS: 780 mi (26.7 8. oz.)

IMPORTANT NOTICE: DISCLAIMER

Read "IMPORTANT NOTICE: DISCLAIMER" bsfore buying or using. If
terms are not acceptabls, retum at once unopanad. HOECHST
ROUSSEL VET waments only that the product conforms to the
chemical description on the iabet and Is reazonably fit for the purpose
stated on the iabel when used in accordanca with tha directions under
normat cenditions of use. This warranty does not axtend to the use of
this product contrary to label instructions or under abnormal condfiicns,
or under condiions not reasonably foreseeabls to HOECHST
ROUSSEL VET, and user assumes the rizk of any such use.
HOECHST ROUSSEL VET MAKES NO OTHER WARRANTY,
EXPRESS OR IMPLIED, INCLUDING ANY IMPLIED WARRANTY OF
FITNESS FOR A PARTICULAR PURPOSE OR OF
MERCHANTABILITY. in no case shallt HOECHST ROUSSEL VET be
liable for consequential, special, Indirect or incidentat damagas
resuiting from the use or handgiing of this praduct. The foregoing
conditions of sale and warranty can be varied only by an agresment in
writng signed by a duly authorized representative of HOECHST
ROUSSEL VET.

Tektic® (amitraz) is reglstered rademark of Hoachst Vatarindr Gmbi,
The name and logo HOECHST are registered trademarks of HOECHST AG.

21697 HRV
T05205-2/97

MADE IN CANADA

Reference: EPA Slampad Accapiad Labed May 23, 1605 revised a8 per L Dulak 5/30/07 o-
meali plus amitraz REQ.
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